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PROCEEDIL NGS

DR. MONSEES: W want to get started so that we
can finish. You had an easy day yesterday because you
listened to didactic sessions and you didn't have to tal k
that whole tinme. But we hope to finish by 3 o' clock, 2:45,
if we are lucky, today so that people can be out of here.

Here is how we are going to proceed. O course,
we coul d get sidetracked but we wll try and avoid that as
much as possible. W are going to start out revising
personnel issues, particularly physician personnel issues at
the request of Dr. Wnchester. Anybody el se that has any
addi ti onal personnel issues regarding physicians,
t echnol ogi sts or physicists, we need to hear those this
nor ni ng.

Then we are going to nove to the questions, the
NMQAAC questions. There are ten of them but sonme of them
ki nd of can be worked on together. That is, | think, going
to help us to | ook at other procedures such as cyst
aspiration, gal actography and breast needle |ocalization so
that those tinmes slots, | think, won't be designated solely
as indicated on the agenda.

So we will nove things around. Then we are goi ng
to hear about states as certifiers before we finish up the
day.
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Stereotactic Core Biopsy--Personnel (Continued)

DR. MONSEES: Dr. Wnchester, | amgoing to throw
the ball into your court, now, because you raised the
guestion of other personnel issues. Wy don't you go for
it.

DR. W NCHESTER: Thank you very nuch. Yesterday,
we spent a lot of tine tal king about how to increase the
skills of the surgeon practicing in an independent setting.
There was a | ot of good discussion about how we could arrive
at that goal. 1In ny testinony yesterday, | brought before
you sone broad-based surgical input which included the
surgeon's assessnent of the radiology nodel practicing in an
i ndependent setting.

W didn't really have much tinme to tal k about that
yesterday. Technically, you can say that | shouldn't be
critiquing sonething that | developed with Dr. Bassett and
others but this, in fact, is a representation of sone of the
i nput | have had from ot her surgeons.

| have also talked to a couple of the radiol ogists
on the panel, the advisory commttee, knowing full well what
they were going to say and that was | asked themto describe
how t hey practice, thenselves, in an independent setting.

It was obvious to ne the way they practice in an i ndependent

setting was exenplary and was in the patient's best
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i nterest.

They understood breast disease as well as surgeons
under st ood breast di sease because they attended regul ar
conferences on breast cancer. They did breast physical
exam nations in their centers so that the woman woul d not
conme into an independent setting of radiology and have a
mamogr am or di agnosti ¢ wor kup, imagi ng workup, w thout a
breast physical exam nation.

So it was clear to ne that those here, at |east,
who are doing this independently, are doing it very, very
well. M concern is that the docunent that we have put
forth doesn't enconpass the things that are, in fact, being
done by the best radiologists in this country. If the
radi ol ogi sts who are doing it the best believe that that is
the standard of care in this country, then I think we need
to suggest sone nodifications to the radi ol ogy requirenents
practicing in an independent setting.

| don't think it is exactly fair for ne to try and
set those bullet points. | think what | m ght suggest is
that either Dr. Sickles or Dr. Mendel son, or both, m ght
describe to the advisory commttee--or others on the
advisory commttee as well--what they believe the standard
of care for a radiologist practicing in an independent
setting should be.
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If that is the case, and there is consensus on
that point, then I think we ought to suggest sone revisions
to this docunment.

Dr. Sickles?

DR. SICKLES: Several aspects of any physician
practicing in an i ndependent setting have to be worked in,
let's say. Radiologists cone to the practice of
stereotactic breast biopsy with certain strengths,
traditional strengths, imaging strengths. Surgeons cone to
the procedure practicing i ndependently with other strengths,
clinical strengths, in terms of a clinical breast exam and
the ability to follow patients over the course of the entire
illness.

So | think if we are to define programmatically in
a docunent |ike what has been produced by the ACS and ACR
what individuals should do, we should be enphasizing, in the
radi ol ogist's part, areas where we should be sure that they
are proficient where maybe they haven't had that necessary
trai ni ng.

Simlarly, for surgeons, we should be defining
areas in imaging where they need it. That is why, in the
surgeons' program they are proficient for a certain nunber
of mamogram exans to be | ooked at in consultation. Areas
where a radiol ogist mght be called into question would be,
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for exanple, clinical exam

So | think anybody doing a stereotactic breast
bi opsy should make sure that the patient has had a conpetent
clinical breast exam before the procedure is done. That
doesn't, necessarily, nean, by the way that the radi ol ogi st
has to do it. The radiologist could do it hinself, or
hersel f, and many radi ol ogi sts such as those in nmy practice
will do that because we know how to do them W have been
trained to do them many, many years ago and we train each
ot her how to do because we have | ear ned.

Radi ol ogi sts who don't have that training could
easily obtain it with preceptorshi ps by surgeons or by other
means. | amnot aware that there are courses where one goes
to learn howto do a breast clinical exam | don't think
there are such courses but there certainly would be | ocal
expertise where they could pick this up.

Anot her easy way to do it would sinply be to have
any patient who is having a stereotactic breast biopsy have
a consultation with sonebody el se who i s conpetent in doing
it if the radiologist felt that he or she didn't know how to
doit. | amsure that is another perfectly acceptable way
to go about it.

How do radiol ogi sts | earn about managenent of
breast di sease? There are a variety of ways in which they
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could achieve this. Mst of them probably all of them

al ready know how to do it, those who are doi ng these types

of procedures in an independent setting. But, certainly,

they can achieve this by attending | ocal tunor-board

conferences, conferences that they may have or can arrange

with their |local surgeons to discuss the managenent of

patients, either that they have already done stereotactic

bi opsi es on or patients who are known to have breast cancer.
We do this in our practice on a routine basis

al nost every week. | don't know that it needs to be done

every week. | think that may be onerous for radiologists in

| ow-vol une practices--but sone type of provision like this |

t hi nk shoul d be there.

Apart fromthose two--1 |istened carefully to what
the coments were yesterday. | think those were the nmgjor
areas of concern. Ellen and Pete and Laura, you m ght have
comments as wel | .

DR. MONSEES: Do | have a volunteer here?

DR. MENDELSON: | practice nmuch in the same way
that Dr. Sickles does. Just in the history of the
devel opnent of how we care for patients with breast disease,
| think we can hark back to how i nterventional radiology
devel oped and this is as an outcone of that.
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If there is any area in radiology, in diagnostic
radi ol ogy, where you have a relationship with a patient, it
isin the area of interventional regulatory. In G work,
you can consider a patient relationship but it is transient.
Here, in interventions, biliary interventions or where you
are caring for cancer patients and helping in their
treatnment and in assessing where they are in the control of
their disease, | think that there is a bonding.

| know Dr. Wnchester and sone of the other
speakers yesterday alluded to patient bonding and how t hat,
in the stereotyped picture of a radiologist, is mssing in
di agnostic radiol ogists and their assessnment and eval uati ons
and working with patients in breast centers.

| think this has changed and is in the process of
change. W talked a | ot yesterday about education. 1In the
many neetings, and we find themall very well subscribed for
breast di sease, perhaps because of the regul ati ons and the
need to have the CVE credits. But there are many panel
di scussi ons about how one manages patients, whose
responsibility it is if you do interventional procedures to
communi cate the results to the patients.

| feel it is the responsibility of whoever does
the procedure to be in touch wth that patient, either ask
the patient to cone to see you and discuss it in person or,
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in sone instances, on the phone and to work very closely

wi th the physician team the surgeon, the

obstetrician/ gynecol ogist, the famly practitioners who are
calling on you for your inaging expertise.

That responsibility, | think, has been assuned.
Along with that, as we have nore hands-on contact with
patients, either doing procedures or, for exanple, in doing
breast sonograns--and yesterday, the inportance of breast
ul trasound becane evident. W use it nuch nore now for
i magi ng assessnent as well as for guidance of procedures as
a very effective way to gui de these procedures.

During the process of breast ultrasound, if the
radi ol ogi st is doing the study himor herself, then they
shoul d al ways go in and eval uate the sonograns personally.
It is an opportune time to correl ate manmogr aphi ¢ findi ngs,
the clinical history, the possibility of a finding on self
exam nation, and nore and nore wonen will tell you about
that, at the tinme that you do the sonogram

So there is a good nonent to integrate the
clinical findings with the imaging findings. | think that
the radiologists are really in a unique position to
acconplish this and have nade great strides in doing so.

In terns of what Dr. Sickles nentioned to you
about keeping track of what you do, we al so have a weekly
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conference with the pathol ogists, with the surgeons,

di scussi ng what was done whether it be a percutaneous
procedure, a surgical procedure, assessing the

appropri ateness of the procedure and the success of the
procedure in terns of either yielding a diagnosis or as
effective therapy.

So the radiol ogist has really becone a very active
menber of the team no |onger the closet reader of chest X-
rays. W have taken radiologists out and brought theminto
the light, as it were. | think we need to change the
st er eot ype.

| won't go into the stereotype of the surgeons.
think that is something that | wll |eave for others, but |
think it is inportant that we work together. The other
thing that | think is inportant to enphasize is that, in
di agnostic radiologic training, the use of imaging--imaging
is at the very heart of it. You find the inaging studies
just integrated w thout thought.

It is not an effort to use what you know i n order
to further your diagnostic evaluation. The facility with
ul trasound, for exanple, is sonmething that cones with many
years of doing it. An understandi ng of mamographic
interpretation and what goes into the making of the filnms is
sonething also that | think is increnental
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It takes many years to feel confortable wth these
procedures and exam nations and to use themeffectively in
patient managenent. | think, at this point, it is very
exciting in ternms of being a radiologist who is involved
wi th breast imaging because all of the technol ogical and the
humane aspects of nedicine can be brought together in these
pr ocedur es.

So I think we accept that responsibility and that
is how | practice.

DR. DEMPSEY: | really applaud Dr. Wnchester's
broaching of the subject. | know we are very fortunate at
our place and | think Dr. Wnchester has a simlar situation
at his place where the radiol ogi sts and the surgeons work
closely together as a teamand there are really no probl ens.

| think traditionally, and | don't nean this
facetiously, but many radiologists will cone up and say,
"Look; the reason | went into radiology is so that |
woul dn't have to talk to patients.” That is unfortunate.
think that is what is out there as the typical picture of a
radi ol ogi st .

As Dr. Mendel son has said, that inage needs to be
changed. | think that if one is going to undertake working
with synptomatic breast patients, and you are a radiol ogi st,
at the very least, there has to be a wllingness, a real
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wi | lingness, to not only interact wth, and, many tines,
beconme in deep enotional contact with, synptomatic patients
but al so exam ne them because it only is with that
correlation, intelligent correlation, that you can then
proceed with what you need to do.

The second integral part of what has to be the
radi ol ogist's armanentariumis a very deep working
under st andi ng of radi ol ogy-pathol ogy correlation. Wat do
these path results nean? You don't know that you have a
concordant or discordant result unless you know what the
pat hol ogy really nmeans and you know what your imaging
findings should portend in terns of pathol ogy outcone.

So ny coments are just that in order to interact
with synptomatic--and | underline synptomatic--patients,
because it may be that sonebody is a perfectly fine screener
t hat can screen mamograns, but once you get into the
synptomatic patients or the abnormal nmammobgram the
radi ol ogi st has to be willing to interact with patients,
exam ne them and have a very deep understandi ng of
r adi ol ogy- pat hol ogy correl ati on.

DR. MONSEES: Do you have any comments, Dr.
Farrell? You don't have to, believe ne.

DR. MOORE- FARRELL: | think Dr. Denpsey kind of
said everything that | was thinking. | work in the setting
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where it is both collaborative and I work independently. It
depends on the referral pattern. Sonme surgeons actually
refer to me to do the biopsy but they would like to foll ow
up the patient. Many primary-care physicians refer to ne
and that patient becones ny patient and | manage t hem and
refer themor follow them

| think, as Dr. Wnchester said, we are probably
the exenplary radi ol ogists. There are many exenpl ary
radi ol ogi sts out there, but not everybody. | think it is
inportant to stress that those things need to be net by the
radi ol ogi st; the follow up, the exam and the pathol ogic
correl ation.

DR. MONSEES: Any other comments fromthis end of
the table? | would just like to stress one other thing and
that is yesterday Dr. Israel was stating, and | am sure
correctly so, that many of the surgeons who want to be
involved with this activity have self-sel ected because they
want to be good at this, they want to deal with this.

| think, for the nost part, that the radiol ogy
community has done the sane thing, that even private-
practice radiologists are recogni zing they need to have
| ocal experts in their groups who are the designated people
who are going to all the CME courses and keeping up on this
because they want to do the right thing for their patients.
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| don't think it is only in the meccas that this
is going on. | think that it needs to be nore universal,
but | think there has been a nove nore and nore to that in
that the radiologists, just |Iike the surgeons, have self-
sel ect ed.

The people who like to do this, and you have to
want to do this and you have to like to do this or order to
really want to be a "breast clinician” which is what | think
we are tal king about here, that radiologists have al so sel f-
sel ected the sane way that surgeons have.

But, of course, it is not universal.

Do you have any ot her conments?

DR. WNCHESTER | have sone recommendati ons for
revision of the docunment between the two col | eges which, of
course, then has to go back to the governing boards of the
two colleges. It is not going just be done here and | am
not going to get into nunbers. | think that can be
di scussed at a different |evel.

But | think there needs to be sone provision here
for CVE, for breast physical exam nation for radiol ogists
perform ng the procedure in an independent setting. That
could be qualified by saying that if the radiol ogi st does
not wish to do the breast physical exam nation that there
shoul d be a physician who is trained to do breast physical
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exam nation, whether it is a gynecol ogist or a general
surgeon or a primary-care physician.

Sonebody who does breast physical exam nations
regul arly would have a tenporally appropriate breast-exam
time of the mammogram in other words, they shouldn't have a
breast physical six nmonths ago and now have a mammogram |t
should be in the sane tine frane.

For a radiol ogist who would wish to acquire skills
in breast physical examnation, | think the Anerican Coll ege
of Surgeons would be willing to have courses, nuch in the
sane way that the radiologists have helped us in terns of
imaging. That is sonething we can tal k about at the coll ege
| evel. But there are nmechanisns, in other words, for that
training to occur. It is not inpossible.

Secondly, the pathologic correlation | believe is
very inportant as well. | don't know how to give nunbers
for that. You can do it through your own pathol ogy
departnments but there needs to be sone provision in there
for exposure of the radiol ogist practicing independently to
have sone exposure to breast pathol ogy, benign and
mal i gnant .

Thirdly, regular breast conferences or tunor board
attendance is sonething that will keep the radiol ogist up to
date and in a position where the radiologist wants to be,
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and that is to comunicate in an accurate, know edgeabl e,
meani ngf ul way and not to have a conversation full of
conjecture. So the database for that information has to
conme from source on an ongoi ng basis.

Again, | amnot going to get into nunbers about
frequency of attending those conferences, or anything.

The i ssue of comrunication for a radiol ogi st who
W shes to assune, if you will, a primary breast care-giving
responsibility, I think, will conme easily. |If all these
other requirenents are net, there will be patient
interaction. The breast physical examnation is, certainly,
an entry into getting to exam ne the patient, yourself, and
to establish a rapport with the patient.

These other things that | have nentioned will put
the radiologist in the proper position for not just
communi cating with the patient but conmunicating with the
patient in a know edgeabl e way.

So those woul d be the proposals | woul d suggest
for revision and those details can be worked on.

DR. MONSEES: | think we have to discuss sone of
these things. Go ahead, Dr. Hendri ck:

DR. HENDRI CK: | am confused by the process here.
Is this of interest to the FDA? | have the feeling we have
shifted fromdiscussing issues of interest to the FDA to
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di scussi ng an agreenent between the Anerican Coll ege of
Radi ol ogy and the American Col |l ege of Surgeons which I, as
an advisory commttee nenber, thought was being presented as
al ready a consensus docunent.

DR. WNCHESTER May | coment on that?

DR. HENDRICK: If he is finished. Are you
fini shed?

DR HENDRI CK:  No.

DR. W NCHESTER: When he hesitated, | thought he
was fini shed.

DR. MONSEES: That's all right.

DR. HENDRICK: | do have to breathe down here.
"1l tell you, I amlosing faith in this consensus process
that is being brought to the advisory commttee because a
year ago, we had consensus that we want to go ahead with
MXA certification of stereotactic biopsy systens but we
just have the little personnel issue to work out of the
physi ci an.

Now, we hear that the ACR and the Anmerican Col |l ege
of Surgeons don't really want FDA to be involved in the
certification of stereotactic systens and the docunent that
has finally been worked out is getting changed, piece by
piece, at this commttee. | just don't think that is
appropri ate.

M LLER REPORTI NG COVPANY, | NC.
507 C Street, N E
Washi ngton, D.C. 20002
(202) 546- 6666




at

10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

21

If I can hear fromthe FDA and our chair that this
is what we should be spending our tine doing, then, fine.

But | do have a little trouble with the m cronmanagenent of
this agreenent.

DR. MONSEES: | think the reason that this is
bei ng di scussed pertains to the voluntary accreditation
program not really what would be regul ated by the FDA. You
are right; it is a nuddled matter here and it is very
difficult to separate those things out.

We are getting beyond the scope of what FDA woul d
control but we are discussing, | think, what mght be a
joint agreenent. Do you have any comments on that, FDA?

DR HOUN: | would say that it is of interest to
FDA because we are concerned about the field of
i nterventional mammography to understand the voluntary
prograns that are out there, do they neet satisfactory
criteria which we ask people here, what are those criteria
to insure quality practices.

We are now havi ng sone exchange on the voluntary
prograns, what could be inproved, what could be changed. So
it is of interest for us to hear what is going on in the
vol untary sphere, if things are satisfactory.

In the voluntary sphere, one year ago, advice was
given. Two years ago different advice was given. The field
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is rapidly changing. Two years ago, there wasn't a
voluntary program As a voluntary program has evol ved now
to have collaboration with the surgeons, it is certainly
different than it was a year ago.

So it is fine that things change and that we get
di fferent advice because of that change.

DR. MONSEES: | think it is okay outside of FDA-
regul ated activities if sonmebody wants to inprove clinical
practice to design a programthat is in excess of anything
that the FDA would have enforced or regulated. |If that is
goi ng to change what happens and the FDA is no | onger going
to regul ate because of the presence of that voluntary
program and we hear a comm tnent, maybe, fromthe ACS and
the ACR, maybe things would be different in the outcone in
that there would not be sone regul ation of the process.

| think that is what we are hearing.

DR. W NCHESTER  Maybe | can clarify for Dr.
Hendrick his question. The voluntary bilateral college
agreenent occurred | ast week and was sent in the formof a
letter to FDA, identical letters fromboth colleges. The
devel opnent of the docunent before you for personnel
requi renents occurred over the |ast year between the two
col | eges.

In witing, in the Bulletin, | have stated
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publicly in witing that it was ny anticipation, and just
talking to Dr. Bassett now who co-chaired this with nme, it
was our anticipation, that this bilaterally agreed-upon and
vot ed-up by the governing organi zati ons docunent woul d be
subj ect to extensive conmttee di scussion and revision based
upon their input.

We expected input fromyou. | amsort of
surprised that you are not interested in taking a critical
| ook at this docunent. In fact, you did yesterday. | think
that the is the process and | don't think that you quite
understand it. The tinmetable here is inportant.

DR. MONSEES: | think he understands it.

DR. HENDRICK: | don't understand that it is
necessarily the operation of this commttee to work it out.
But if that is what this commttee wants to do, that's fine.
| just thought it had been all worked out.

DR. MONSEES: | think it is an evolution is the
way | see it. | don't knowif | have an agreenent fromthe
commttee nenbers, but it clearly looks like it is an
evolution, at least fromthe voluntary portion of it.

If it sounds |like the ACS and the ACR want to go
back to the table and hash out nore of the details that they
think need to be in that docunent--am | hearing that, Dr.
Bassett and Dr. Wnchester? O is this its final product?
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DR. BASSETT: | amnot sure | can speak conpletely
for the College, but I would think that would be the
process. There are sone itens that were brought up
yesterday that we will be considering, also. | think we are
com ng here for advice fromthe advisory conmttee. It is a
little bit different than the usual role, but we would |ike
t hat advi ce.

DR. MONSEES: Dr. Wnchester, | know you can't,
obvi ously, commt also for the Coll ege of Surgeons, but
woul d you bring it back to themand ask themto revisit this
as wel | ?

DR. WNCHESTER | think the first step is for the
task force, at |east the co-chairs of the task force, to
reexam ne the docunent now in light of these two days with
staff to devel op anot her one based on input fromthis
commttee and FDA, and then take it to the governing bodies
again, would be the process.

DR. MONSEES: We have ACR representation in the
audience. |Is this okay with you if the ACR--1 don't know if
we have any ACS representatives in the audience. But are
you listening to the gist of this conversation?

M5. ZINNINGER: | am Marie Zinninger. Certainly,
we have worked cooperatively, to this point, on this and I
can't believe that we wll stop. So if it is the direction
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fromour two co-chairs that we would proceed, we wl|
certainly take it back to our board, as Dr. Wnchester w |
have to go back to the regions with their coments.

DR. MONSEES: Thank you.

DR. SMTH. | guess what | amlooking for froma
clarification standpoint is that, at |east with MXSA, the
advi sory conm ttee and FDA worked on standards for
accrediting bodies. What we have nowis a m xture of people
who sit on the advisory conmttee al so representing two
or gani zati ons working out a collaborative and vol untary
accreditation nodel which | think is a very good thing as a
pr ocess.

But | guess the question | have and, perhaps, it
is the sanme as Ed's and maybe ot her nenbers on the
commttee, it isn't entirely clear when the critical process
of evaluating and deliberating this docunent and this plan
cones forward. Yesterday, we had a nunber of questions
about nunbers of hours of training.

We had quite a | ot of discussion fromboth sides
saying that each group isn't sufficiently trained and
qualified to do one elenent or the other. A lot of the
di scussion this norning has been about that, yet this
docunent has lots of categories of only three hours of CME

So | am wondering when do we begin, maybe, the
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critical approach of, perhaps, sending signals back to these
two organi zations that if we are considering a voluntary
alternative to regulation at this tinme, how does that begin
and, secondly, how do we evaluate it over tinme to determ ne
that it neets all the goals that regul ati on m ght have.

| think it is actually very inportant to consider
the alternative nodel to federal regulation but at what
poi nt do we begin saying the voluntary nodel is not working
adequatel y.

DR. HOUN: To answer your first question, | think
you, as a conmttee, have given advice on this docunent when
you were asking when do you begin the critical process of
gi ving comment on what you, as the advisory committee, feel
shoul d be inproved, should be changed, to this docunent.
You have been doing that for the |ast day.

There was advi ce on peopl e expressing different
nunbers. Twel ve was not enough. Twelve is okay. Eight
hours. There was not a consensus, but | think the gist is
that sonme people do feel that nore should be added. Qhers
feel okay. That was already advice and critique that was
gi ven.

W weren't asking for consensus. | don't think
that the two co-chairs are asking for consensus fromthe
commttee. | think they were wanting to hear the different
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opinions to get nore perspective on their specific proposal.
So | think that process is al ready happening and we are
conti nui ng now on ot her suggestions for |ooking at this
docunent .

In terns of eval uating when our voluntary program
is not effective enough, | think it is still, again, rather
early in the process. W have not yet had an experience
with a really voluntary accreditati on programthat now
addresses surgical concerns, radiologic concerns.

This is just one week old. It is not yet off the
ground. There is nobody yet applying for this programso it
hasn't yet started. | think as we go through time, we wll
be continuing to ask this commttee on this issue in terns
of the evaluation of how things are going from your
comunities as well as we continue to try to gather data
nationally to understand what is the public-health risk
involved in this field.

What are the adverse actions? Wat are the
probl enrs wonmen woul d have that, if we regulate, we could
correct. Those questions are not easily answered because
many things we can regulate may still not be fixed such as
poor conmuni cation that some peopl e have tal ked about from
t he audi ence.

DR. SMTH  Just in response to that, | guess
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and probably others on the conmttee would |Iike to hear
about the data that are being gathered on those very issues.
But in ternms of you are saying the process is early, we are
two years into tal ki ng about interventional radiology so |
amreally very interested in the tinme table.

The other thing, froma critical approach--I
agree, we have been commenting on this but | don't think any
of us have really had the sense that this is a tinme when our
coments really are going to guide the FDA in decisions
about noving in one direction or another.

But when we went into the process of MXBA we
entered into a process where we were living wwth a | ot of
nunbers that had becone al nost cerenonial; 480 manmograns a
year, for exanple, where CME was driven as nmuch by what is
the customof the available tinme for CME courses and
credits, and now we are noving into another area where
certain nunbers of procedures have to be observed hands-on,
certain nunbers have to be present--wthout, | think, any
measur abl e data that shows that that determ nes confidence.

So this, nmore than any other time, is the time to
begin to say, "That seens reasonable. Could we have sone
guantitative denonstration that that is good?"

DR. HOUN. W would really encourage the
pr of essi onal societies, ACS, NCI, to have research in these
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areas. W are not a research body but we certainly have
guestions of a research node. Sonme of the things that are
happening in the private sector anong states are out there
totry to collect data on this procedure on adverse events,
on out cones, perfornance.

It is happening out there. It is not necessarily
coordi nated but that is, | think, how research happens in
the US If ACSis able to do grants on the specific
qual i fications, experience, and hook it up to performance
i ndicators, that would be great. W would encourage the
coll eges to encourage fellowship and research in this area,
t 00.

There are a lot of private practices who are
al ready publishing their experience so there is a m xture of
information comng. | know states are interested in
stereotactic procedures through CRCPD. So you are right.
This is two years old but that may al so be an indication
that if there is not enough data, should we, at this point,
be regul ati ng.

DR. MONSEES: May | ask a question? One of ny
jobs is Chair is | did read the Act again. In the |aw,
wasn't there noney put aside for research?

DR. HOUN: The | aw has a section authorizing the
Secretary to conduct research in surveillance for
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mamogr aphy. The | aw was really never delegated. It
certainly was not delegated to FDA. In fact, everything but
t hat section was del egat ed.

DR. MONSEES: So you have got the responsibility
but not the noney.

DR. HOUN.: We got authority to do everything but
t he research because they recognize that FDA is not a
research organi zation. NC, on its own, has taken up that
area through the National Breast Cancer Surveillance
consortiumto do sone activities in that area.

| know Dr. Sickles is a nenber of that consortium

and they are trying to set up nedical outcones, audits, on

el even different practice communities. | amnot sure it
i nvol ves stereotactic performance. It does not. It is
screeni ng manmogr aphy. | think that was what the Act was

screeni ng, manmogr aphy outcones. No noney cane with that,
screeni ng and di agnosti c mamogr aphy research.

MR, FLETCHER. This may be wel|l ahead of the gane,
but let's assunme that we get back a nodel that we feel that
t he vol unteer program should go into effect. Do we have any
criteria for what is success and at what point we determ ne
that a different decision needs to be made.

s 75 percent voluntary a success? 80 percent?
DR. MONSEES: | think that is on the table that
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that woul d have to be part of the voluntary program that
there would be a proposal for nonitoring the process. Do |
understand that? Wuld you |like to discuss it, Dr. Sickles?
DR, SICKLES: | would be happy to. As far as | am
concerned, and | think that this is a crucial role that the
panel can take in advising the FDA, if we are going to
consi der voluntary prograns, which | think is an interesting
i dea which | suspect would be wel conmed by nost of, if not
all of, the practitioners out in the comunity, we have to
set forth sonme ground rules in order for voluntary prograns
to succeed, as you suggest ed.
| can nmake sone proposals, but | think we ought to
all consider this at sone point today--if you want to do it
now, that's fine, but | think we have to consider what the

ground rul es woul d be.

DR. MONSEES: | think we are going to have to go
back to "subcommttee." | realize that it is not part of
this commttee, but the group that devel oped--1 don't think

we have the tinme today to explore, just to say that we need
to have sonme nonitoring process.

DR. SICKLES: There are certain things basic to
voluntary progranms | think we should discuss in terns of the
commttee, that would be necessary for themto succeed.

DR. MONSEES: Such as?
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DR. SICKLES: Such as what | evel of conpliance

woul d be acceptable. To ny point of view, it has to be
essentially full conpliance. 80 percent neans that 20
percent of the people out there don't believe that they can
conply with it and, therefore, from experience wth MXA,
they are the ones that are least likely to be able to conply
with it.

So I would | ook for the panel to be recommendi ng
to FDA that something close to, if not full, conpliance
woul d be required in a voluntary programor el se the FDA
woul d have to kick in with sonme kind of mandatory
regulation. | would I ook to an endpoi nt, a tenporal
endpoint, to when voluntary prograns can be evaluated as to
their success with conpliance.

It is ny sense--we can get opinions from ot her
menbers of the panel but it is ny sense that if there is not
the inplied threat, if you will, of mandatory regul ati on by
a given tine interval, that we wll not achieve ful
conpliance voluntarily.

| think we ought to tal k about these issues from
the panel's perspective. O course, the FDA is going to
filter that information, but | think we ought to be tal king
about that at some point if only briefly just to give them
gui dance.
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DR. MONSEES: As a matter of fact, that is
question 10 on the NMQAAC questions; do adequate voluntary
progranms currently exist or can they be created in a
reasonabl e amount of tinme. Also, howw !l that work. So do
you want to discuss that now? | would like to respond to
Dr. Wnchester for just a second here and say that we are
movi ng towards describing a best practice here, not really
sayi ng what is the m ni num st andar d.

| think we need to nake sure that we differentiate
that. The commttee that goes, or the group that goes, to
di scuss this issue again, | think we need to be very careful
about a best-practice nodel as opposed to what a m ni mum
standard is. W, of course, want to have everybody to have
t he best practice but you know that is not going to happen.

We have to nmake sure that if we propose what we
think is mninmmstandard but it really is best practice, it
may cl ose out sone of the practices in this country and the
inplications of that need to be thoroughly consi dered.

Finally, Dr. Wnchester, regarding CVE for breast
physi cal exam | need to coment on that because | feel, as
a radiologist, I don't need any breast CME right now |
feel that | could teach breast CVE. | think that if we are
going to tal k about having radiologists do that as opposed
to surgeons, why wouldn't surgeons need that as well.
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| think that there are nmany people who are
practicing radiology as breast clinicians that really are
well trained in this and people who have been doing this al
along. So, to stipulate that it has to be CVE for a
particul ar purpose, | would be very cautious about that kind
of thing.

DR. W NCHESTER W were when we did the origina
docunent for surgeons such as Dr. Israel. He was
grandfathered. He didn't have to take all these. W would
put that provision in for exenplary radiology practices now.
They don't have to reinvent that wheel. They would be fully
qualified at the outset so it is the issue of m nimm
standard versus best practice.

| think in a voluntary accreditati on programor in
a regulatory programthat there has to be a hybridi zati on.
There has to be a bl end between those two in order for it to
be realistic.

DR. MONSEES: | would |like to nove on to the
guestions. Are there any lingering personnel issues, any
| ast comments from people on the panel.

MS. HEINLEIN. Just one final comment on personnel
i ssues regarding the technol ogist. Looking at what was in
the ACR accreditation, | would propose that the first two
bullets listed where it says ARRT-certified or state |icense
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and then 15 hours of CME and mammogr aphy be del eted and,
instead, it would be put in that the technol ogi st woul d have
to meet the initial training requirements for the
performance of mamography under MXSA because this would say
t hat sonmeone could be a tech who just took a 15-hour weekend
course in mamb and had never done a mamogram bef ore and
then had a few hours of training in stereo and woul d be
qualified to do that.

So | would like to just see that changed so that
t hey woul d have to neet the m ninmumrequirenents for a
mamogr aphy t echnol ogi st under the MJSA requirenents.

DR. MONSEES: | would go along with that, too,
especially when helping to position and target a | esion.
You really have to be an experienced technol ogist to be able
to do that well. | would go along with that.

Any ot her comments down here before we proceed to
t he questions?

DR. SICKLES: | just was asking a question.
don't know the answer to it but maybe we can hear from
sonebody in the room Are there sizeable nunbers of
technol ogi sts perform ng stereotactic procedures now who are
not qualified under MQSA? |s anybody aware of such
i ndi vi dual s and how frequently m ght it happen.

M5. HEINLEIN: In ny travels around the country
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and visiting different breast centers and hospitals, | am
currently not aware of any technol ogi st involved that does
not nmeet MXA because right now anyone involved with
mamogr aphy has to neet MXSA

DR. SICKLES: No; | neant doing stereotactic
pr ocedur es.

MS. HEINLEIN. | don't know. Maybe sone of the
application specialists, if there are any fromthe equi pnent
conpani es m ght know. But | don't know.

DR. MONSEES:. Theoretically, it would be possible,
t hough, just as you say.

M5. HEINLEIN: Theoretically very possible.

DR. SICKLES: Theoretically, it is possible but if
it is occurring at a 10 percent or 20 percent |evel, then,
per haps, we ought to address access issues if we are going
to change the rules on these individuals.

DR. MONSEES: Do we have any know edge fromthe
audi ence?

M5. RONALD: Joy Ronald, Trex Medical, Bennett
Division. | aman applications specialist. There are a few
non-certified manmogr aphers practicing stereotactic out
there. It is not a big nunber. It is mnimal, but it is
bei ng practiced.

M5. W LCOX- BUCHALLA: Pam W/ cox Buchalla. Just
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one question that | don't know right nowis in the final
regs, is there a requirenment for a m ni num nunber of
mamrogr ans per year and how will that inpact technol ogists
who do primarily stereotactic if they have to be qualified
under MQSA?

DR. MONSEES: | haven't seen themso | w il defer
to Dr. Finder.

DR. FINDER | haven't seen the |latest version
either but | believe that it is in there. Hopefully, we
Wil see the latest version today but it is in there.

DR. HOUN: There is m ninmumrequirenent for
initial training and then the continued experience is an
average of 100 over two years. | think the initial one was
50 supervi sed exam nations--25 supervi sed exam nations for
the initial requirenent.

M5. HEINLEIN: | have no problemw th the initial
requi renent and the performance of 25 under supervi sion.
However, since this is for stereotactic breast biopsy, |
woul d i ke to see the continued experience requirenment then
change from so many mammograns per year to, instead, so nmany
stereotactic procedures per year. | think that change woul d
have to take pl ace.

So | think the initial requirenment could stay the
sane as far as |earning marmogram and perform ng 25 under
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supervision. But then the continued experience requirenent
woul d change from so many nmamograns to so nmany stereotactic
breast biopsies, as it is here.

DR. MONSEES: Any other comments on that?

MR, MOBLEY: As it is here, it was suggested
yesterday to change it from 12 per year to 24 per year.
guess ny thinking is that it m ght ought to be coordi nated
wth the stereo procedures required to be perforned by the
physi ci an because, if the technologist is working for a
physi ci an, then that person's ability to do the m ni num
nunber is going to be constrained by the m ni rum nunber that
woul d be done by the site.

So that, in ny mnd, needs to be carefully
coor di nat ed.

DR. MONSEES: Let's say that that will be done in
commi ttee sonewhere

DR SMTH. Wthout dealing with any specific
requi renent, | would just encourage the assenbly of whatever
data m ght exist, or the planning to collect data, to
provi de sonme confidence that these nunbers are sone adequate
reassurance that proficiency has been gai ned, nunbers of
hours, nunbers of exans.

It is hard for any of us who don't do these exans
or have that background to really--
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DR. MONSEES: How woul d you propose that sonmebody-

-briefly, could you suggest how sonething |ike that could be
done.

DR SMTH. Sinple proficiency testing. You
devel op a kind of proficiency test just to determ ne that
t he person who cane into this field with no experience is
conpetent after this |evel of experience, or that the
majority are conpetent after this |evel of experience--
physi ci ans, technol ogi sts, others.

DR. MONSEES: Dr. Sickles, you have experience
with the COM SA test.

DR. SICKLES: The testing that has been devel oped
to this point does not address the issues that you raising.
That woul d have to be done.

DR. MONSEES: W are tal king about huge observer
studi es, obviously, which are very difficult and very
expensi ve.

DR SMTH. No; this is not conplicated. This is
easily doable. | guess the nenbers of the commttee,

t hi nk, would be happy to work with others to devel op these
things. But this is not hard to pull off at all.

DR. MONSEES:. Perhaps you could have a
conversation wth the gentlenmen who are working on the
voluntary accreditation program nodel and that could be
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i ncorporated as one of the parts of the program

Let's nove to the NMQAAC questions. Please pul
out that sheet of paper.

NMQAAC Discussion Questions

DR. MONSEES: W have discussed nuch of this and
so what | would like to do is nove--we may have to group
sonme of these together.

| nterventi onal manmography, what it is. Do we
have any problenms with what the definition is here? Can we
move on? Do you all have copies of the NMQAAC questions in
t he audi ence?

The working definition. Does anybody di sagree
wth this definition or want to anend it? |If not, let's go
on to No. 2. What is the present state. W discussed sone
of this yesterday. W don't know the nunmber and types of
procedures being perfornmed, really, on a national level. W
di scussed sone nunbers yesterday that are in the record.

Does anybody have any updated information after
doi ng honmewor k overnight to any of these questions? Wat
are the nunber? Who are the types of physicians? Does
anybody have any know edge about the ratio of radiol ogists
to surgeons? | believe Dr. Dershaw said yesterday that he
t hought that 80 percent were perforned by radiol ogi sts.

Do you have any ot her nunbers?
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DR SICKLES: | think Dr. Dershaw s nunber was
based on a recent publication in AJR where a survey was
done. But this survey was done of radiology practices so it
m ght be skewed.

DR. FINDER | can provide a little bit of
information on that. The database that they used to send
out those forns cane from SBI, Society of Breast |maging, so
it was radiologists. So they really did not attenpt to go
after the surgical group

DR. MONSEES: Do we have a better idea of this
t hen?

M5. W LCOX- BUCHALLA: I n HCFA data, which is what
| think Dr. Dershaw was referring to, it |ooks nore |ike
di agnostic radiol ogi sts are doi ng about 80 percent of the
stereo |l ocalizations using CPT codes. That is only in HCFA
dat a.

DR. MONSEES: Localizations? Are we talking about
| ocal i zati ons?

MS. W LCOX- BUCHALLA: Using the 76095 code which
is stereo |ocalizations, we were unable to get data to
correlate that with needle core. But, in needle core,

41 percent of those were diagnostic radiology. 43 percent
were surgeons. Then, if we could get sone correl ation, and
| woul d i magi ne FDA can get from HCFA sonme correl ation
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bet ween the two codes, that would give us nore accurate
i nformation.

DR. MONSEES: So | ooking at the S& code, it was
heavily weighted in radiologists. But |ooking at the
surgical code, it was nore a 50/50 proposition.

M5. W LCOX- BUCHALLA: Right. So sonewhere in
t here.

MR, MOBLEY: Excuse ne, Pam Wile you have got
that information, what was the other 16, 20 percent or
what ever it was?

M5. W LCOX- BUCHALLA: In the needle core, for
HCFA, there were 4 percent nultispecialty, 2 percent
interventional radiologists. So that just ups the radiol ogy
somewhat. And then 2 percent surgical oncol ogists. Again,
it is only HCFA data and there is no correlation between the
two codes that we were able to obtain at this point.

DR. BASSETT: Just to clarify, that would include
core biopsies of pal pable |lesions and so on. So the stereo
is the better representation of the actual nunbers. For the
stereo, what were the other nunbers, Panf

M5. W LCOX- BUCHALLA: For the S& codes, it was
80/ 20.

DR. BASSETT: Oh; there was nothing besides
surgeon and radi ol ogi st?

M LLER REPORTI NG COVPANY, | NC.
507 C Street, N E
Washi ngton, D.C. 20002
(202) 546- 6666




at

10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

43
MS. W LCOX- BUCHALLA: No; again, it was

mul tispecialty, 3 percent, interventional radiology, 4
percent, general surgical, 1 percent. | amnot sure what
| eaps you can nmake fromthis.

DR. MONSEES: | think that it could be because
peopl e are using excisional biopsy codes. Even though the
devi ce has not been approved for excision, | believe that
sone people are coding this procedure as an exci si onal
bi opsy. So I think maybe that is where we are having our
problenms with these nunbers, and other problens as well.

Do we know anyt hi ng about proportion of add-on to
dedi cated prone units?

DR. MENDELSON: The code is not for excisional but

incisional. It is 19101. It is the CPT code.
DR. MONSEES:. | realize that, but people are
coding it as excision biopsy, | think. W talked about

proportion. W don't know. Proportion of filmscreen to
digital. Does anybody know that? Filmscreen to digital;
does anybody have a best guess?

DR. BASSETT: | was wondering if Richard Bird
m ght know.

DR. MONSEES: Do any of the manufacturers care to
coment on this?

MR. BIRD: R chard Bird, Trex Medical. The prone
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stereotactic units are virtually 100 percent digital at this
point. There are a fewinstallations that still have film
screen nost of which have either converted--and | woul d say
100 percent of new sales are digital. Upright stereotactic
bi opsy has just recently been nmade available digital froma
vari ety of manufacturers. | would anticipate that in the
future, we will be seeing nuch nore digital than we wl|
filmscreen, but current installation base is al nost al
filmscreen at this point for upright.

DR. MONSEES: Wuld you have any nunbers for us on

a national level for how many units are out there?

MR, BIRD: | think the nunber that you heard
yesterday was probably a slight underestimation. | think
t he nunber you heard was about 1500 prone units. | would

say you are probably | ooking at sonewhere between that
nunmber and 2000 prone units as a total.

As far as upright, | think it is very difficult to
estimate, particularly how many are actively being used.
Even from a sal es perspective with so many conpani es t hat
make upright, it is very difficult to determne. And it is
even nore difficult to determne what ratio of those are in
current use.

DR. MONSEES: Thank you very nuch.

DR. HENDRICK: In review ng stereotactic
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accreditation phantominmges, it |ooks Iike maybe 80 percent
digital, 20 percent filmscreen. But that is, obviously, a
sel ected popul ation of stereotactic units.

DR. MONSEES: That is very hel pful. Thank you.

DR. HENDRICK: | was just wondering if you have
any nore gl obal data on that.

MR. Pl ZZUTI ELLO. One other comment on the add-on
units. The add-on units tend to be in | ower-vol une
facilities where cost is a major factor. The cost of a
digital add-on systemis significant so | amnot certain
that the nunber of add-on units will go the sanme route as
the prone tabl e because people who are investing in prone
t abl es have a busy practice. They have a lot of capital to
invest. It is a good investnent.

If you are only doing a few cases, then they tend
to go with the add-on unit and then the |arge individual,
the digital -image receptor, may not be conpatible with that
vol unme of practice.

DR. MONSEES: W will nove on to question no. 3
which is | ooking at the current problemareas in
i nterventional mammography. | think this is where we are
going to start to tal k about some of the other
i nterventional procedures besides core biopsy realizing that
there is no federal registration of units that are used for
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t hi s purpose.

So we all know this exists. There are units out
there that have failed to neet accreditation and
certification that are being used for interventional
procedures such as breast needle |ocalization, cyst
aspiration, et cetera. So reqgulators, perk up your ears and
let's tal k about whether we need to regulate these units for
this purpose or whether it is done on a state-by-state
basi s.

[Slide.]

The other thing we have up here is a list. |If you
can go across, you can see sone of the possible problens
which | have outlined here. Let's just go through this
checklist and see do we have problens in these particul ar
areas and if we have any other problens that are not on this
list.

Let's start with the top line. Equipnent,
infection control. Let's go across, for stereo and then the
mamrogr aphi cal | y gui ded procedures. Anybody want to tal k
about that? Do we have equi pment or infection control
probl ens that we are concerned about? The reason we are
doing this is to decide whether or not there need to be
regul ati ons or whether or not--

DR. HENDRI CK: | don't know anyt hi ng about
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i nfection control but equi pnent specifically--there stil
are some units out there that are stereotactic units, prone
units wthout digital, that use fixed grids. | do think

t hose are sonmewhat of a problem Even sone of the noving
grid systens, if they are still using filmscreen, have

| arge heel effects and pretty poor inage quality.

Certainly, the fixed-grid systens have the sanme probl em

The difficulty is know ng how many of them are
still out there. As Richard Bird said, it is probably not a
huge nunber, nmaybe 10 percent of the prone units, maybe even
alittle less than that. But | do think those have i mge-
qual ity problens.

DR SICKLES: In the State of California, | don't
know t he specific nunbers but | know that regulations wll
permt a mamography unit to be used for interventional
procedures if it does not pass the provisions for
mamogr aphy as a screening or diagnostic test.

DR. MONSEES: It does allow or does not allow?

DR. SICKLES: It does allow

DR. MONSEES: Right; that is what | was nentioning
bef ore.

DR, SICKLES: | just don't know the nunbers. But
i f anybody in the audi ence knows those nunbers, that would
be helpful. They are certainly available fromthe
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California--1 forgot the nanme of the agency, but the agency
that governs this. That information is avail able.

DR. MONSEES: Do regulators on this panel want to
coment on that issue, equipnent that is not certified, did
not pass, is being used for interventional procedures in
this nation. 1s that a probl en?

MR. FLETCHER | am not sure how we woul d know as
a regul ator because when we allowed a ot of our facilities
to be a part, when they were identified as being a part of
MXSA, they essentially went into a different identification
track. |If sonething has fallen out and we haven't been
notified, they mght be in regulation never-never |land. So
there needs to be sone way of us knowi ng what these
facilities are.

All states, to ny know edge, have a regul atory
oversight over all of this equipnent. So if it is not being
regul at ed under one unbrella, then it would fall into
another. In Maryland, for exanple, we have a certification
requi renent for all of these types of devices. But we woul d
have to know that it is no | onger being regul ated under
manmogr aphy.

DR. MONSEES: W have so many people with their
hands up. Wuld you like to go first? People are pointing
to you.
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MS. EDGERTON:. Trisha Edgerton, State of

California. This has been brought up with the commttee
before that we have had the experience, since we do certify
all machines and all stereotactic needl e-1oc nmachines, that
we have had facilities who can't pass CIR  And they said,
"Ch, well; that's okay. We will just use it for biopsy
only."

The FDA di scussed, and we believe, that a second
cl ass of machines as been created, that if it can't neet the
clinical inmage review standards, they just say, "That's al
right; I'll use it for biopsy." 1In the State of California,
they still have to pass many other tests but we don't have
the clinical inage review as part of our state regs. So
there is nothing to preclude that.

DR SI CKLES: Do you know t he nunber or proportion
of units in California that are in this category?

M5. EDGERTON: | can think of about five off the
top of ny head that the people said that. It is not a huge
anmount. And it is nore for needle locs. It is certainly
not stereotactic units. It is people that then say, "Well,
we use them for needle | ocs or other things."

MR. MOBLEY: Five out of--

MS. EDGERTON. You guys said you didn't want to
di scuss nunbers. W have about 70 stereotactic units in the
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state and, as far as straight biopsy that is not
stereotactic, just needle loc, | would inmagi ne about 30.

MR. MOBLEY: And how many total mamography
facilities.

M5. EDGERTON: W have 950 facilities. 17 of
those--1 do know this nunber--17 out of the 950 just do
bi opsy only. W are finding that a ot of the hospitals--in
fact, where it has happened is nore in the hospitals because
t he way rei nbursenent occurs, the actual screening and
di agnostic procedures are being done in outpatient clinics.
So the hospitals open up their outpatient clinic and | eave
the ol der machine in the hospital for biopsy only for
assistance in surgery and things |like that.

DR. MONSEES: That is the point here; is there a
specific need? Are we advising the FDA that there should be
sonme regul ation of this other equipnment. | think that is
the inmportant thing on the table right now Do you want to
clarify that?

DR. HOUN: Yes. | think this issue of failed
units is inportant. Right now, we have not been able to get
data from accreditation bodies about failed units, what are
those units, why they failed. So we only get information on
accredited units. W have been working for the |ast several
mont hs on getting failed-unit data so that we can keep track
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of that so that if we see failed units on inspection, there
is sone inventory of where they go.

DR. SMTH. This actually seens to be a classic
exanpl e of where the state can provide this kind of
surveillance function. M experience working with the CRCPD
was al ways that every radiol ogi c device was sonet hi ng that
the state had a record of and the state wanted to know even
how it was di sposed of when it was taken out of service.

So it seens to ne that there could be evidence of
this. On this next point, call ne old-fashioned, but I
don't think there should be two standards for equipnment. |If
the benefits that we are getting wth mamography especially
for needle localization are lesions that are really, really
smal |, then you can't have a second class of machine to find
the I esion and do the needl e |ocalization.

DR. MONSEES: | don't think you would find many of
us who di sagree with you.

DR. HENDRICK: | think, know ng that pattern of
wher e equi pnent goes when it fails is extrenely inportant
because I woul d have thought that we really only needed to
worry about stereotactic localization, not wire |ocalization
but just stereotactic core-sanpling or needl e-sanpling
equi pnent .

But this points out there is a whole category of
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equi pnent being used mainly for wire |ocalizations which is
potentially a problem So | think that is very useful.

M5. HEINLEIN: Again, | have no nunbers but in ny
travel s around the country, | have found that it is the 12-
year-old units with manual conpression only where the
conpressi on paddl e doesn't hold, they say, "Ch; we wll just
stick it in that roomand use it for needle loc." So I
think there is a second | evel of equipnent that is out
t here.

MR. Pl ZZUTI ELLO. M experience also echos Rta's.
In my travels, | see hospitals hanging on to the old
equi pnent for the | ocalizations.

To get back to one of the other questions, are
t here equi pnment problenms out there. W need to renenber
that there is no quality-control requirenment for any of
these. W have been involved in sone facilities where, when
we began to do our own nedi cal - physics eval uations on a
vol untary basi s because we recomended t hem as prof essi onal
consultants, we have found image quality problens that were
undetected by the facilities.

So we have to step out of the mammography m ndset
where we are thinking that all kinds of check systens are in
pl ace. These systens currently have no requirenment to have
any quality-control prograns whatever. So | have found that
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image quality problens do exist out there.

They exist out there with digital stereo units.
They exist out there with filmscreen stereo units. And
they exist out there with localization units.

DR. MONSEES. Believe it or not, | think we may
have a consensus on this issue, that the FDA needs to hear
that we are concerned about this second class of units.
don't know exactly how to resolve that, but | think you have
gotten that nessage |oud and cl ear.

DR. BASSETT: Barbara, one of the reasons, |
think, that there was an access issue or sone other issues
that these weren't addressed originally probably was because
there was a |l ot nore business to do. So, | wonder with the
passage of this tinme since the Act first went into effect
and regul ati ons were being devel oped, wouldn't the easiest
approach here be to just require that the units that are
used al so have to pass the sanme requirenents as the ones
that are being used for manmography?

The other details of localizations really becone
pr of essi onal issues about performance that are going to be
much nore difficult to deal wth. But, in terns of the
equi pnent, woul d such an easy solution be too crazy?

DR. MONSEES: No; it seens quite |ogical to ne.

DR. HENDRI CK: There are a few problens with that
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such as the limting spatial resolution of digital-inmge
receptors used on--

DR. BASSETT: No, no; sorry.

DR. MONSEES: | think he is tal ki ng about
mamrogr aphi ¢ equi pnment that is used for the second col um
t here, the mammographi c- gui ded procedures.

DR. HENDRI CK: Oh; you are just tal king about
tradi ti onal mammography.

MONSEES: Aren't you, Dr. Bassett?

BASSETT:  Yes.

T 3 3

HENDRI CK:  Ch; never m nd.

MR. MOBLEY: That follows ny thinking regarding
this. It has been one of those things where | have | ooked
at it and thought we have this wonderful systemfor assuring
the detection, the appropriate detection, of disease at the
front end in the screening process and then the patient is
referred and falls off the cliff into the unknown as to what
kind of follow up--the equi pnent requirenents of the follow
up.

| think, certainly, that the FDA noved to address
the big problemw th the screening but now we do need to
ook at that. In ny sinple way of looking at it, | just
t hought why couldn't you require that any referrals and
follow up relative to these mamogr aphy findi ngs just be
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done on equi pnent that neets the mammography standards.

That may be a little too sinple but it certainly
sounds strai ghtforward.

DR. MONSEES: Since we have fairly well finished
that discussion, | wuld Iike to nove on to the second part
of that, and that is infection control. The other part of
it that we have not tal ked about was the equipnent--do we
have any equi pnment problens out there with stereotactic
other than the fixed grid problem

So let's talk about infection control. This is
inmportant. This is sonething that was brought up the first
day during the public forum Do we have a problemwth
that? Do people here have know edge of infection-control
pr obl ens?

M5. HEINLEIN: The know edge that | have of
i nfection-control problens, again, conmes fromvisiting many,
many hospitals and breast centers. The issue of
technol ogi sts not washing their hands is very real. That is
an issue, an infection-control issue. | have found, though,
that nost of the technol ogists are aware of using a solution
recommended by the manufacturer to clean the buckey and
conpr essi on- paddl e surface.

Most seemto be very attentive to doing that
bet ween each patient, but they are not very attentive to
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washi ng their hands.

DR. BASSETT: Let ne clarify. Are we talking
about interventional procedures now or are we back to--

DR. MONSEES: W are tal king about the whole line
so you can talk about--let's tal k about, first, the
manmmogr aphic and then we will talk about the stereo. She is
t al ki ng about regul ar mammogr aphy.

DR. BASSETT: R ght. But we are tal king about
t hose procedures, | thought, interventional procedures.

M5. HEINLEIN:. Right. But even wth those
procedures, they are not.

DR. BASSETT: The question was, is there an
infection problem | can tell you, having done 1,000 of
each of these, probably, that | have not encountered any
infection. But | would Iike to have the experience of the
ot her nenbers.

DR. MONSEES: Right. That is why | am polling
this. W have vast experience anongst us, | think. If we
can't cone up with a single case of an infection then
think we don't probably have a big problemon a national
| evel .

DR. BASSETT: | don't know of any fromthe
i nterventional procedures fromour practice.

DR. MONSEES: | would say the sanme with us; not a
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si ngl e one.

DR SI CKLES: W have done 10,000 of them | am
not aware of one either. Generally, and | can't speak for
the whol e country, but generally when radiol ogi sts and
radi ol ogi ¢ technol ogists are involved in interventional
procedures, there is greater attention to infection control
at a significantly higher |level than in conventional
mamogr aphy because in interventional procedures, you are
usi ng sharps, et cetera.

| don't knowif it is 100 percent, but there is a
ot nore care to infection control in this environnent.

DR. MONSEES: | will open this up to standard
mamogr aphy, whether that is screening or diagnostic
mamogr aphy, and the issues that were addressed yesterday
during the public forumas well as all interventional
procedures. Does anybody have any know edge about probl ens
wi th infection.

DR. BASSETT: Could I just make a request? |
really think we should deal wth the interventional first so
it doesn't get all nuddl ed together because we still have
two radiologists on this side who have a | ot of experience.
| am just making that suggestion because | amworried it is
going to get nuddl ed together.

As you know, there are sonme specific issues about
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this that need to be addressed. | think that m xi ng them
may be a probl em
DR. MONSEES: | wll take that suggestion. On the

i ndi vidual side, can we hear over here?

DR. MOORE- FARRELL: | amfroma smaller conmunity
hospital. Like I said, | share a machine with surgeons and
we have had no problens with infection control. | have

recently trained in radiology and fell owshi pped in breast
i mgi ng and worked wth residents, also. That has just not
been a probl em

M5. HEINLEIN: | concur. As far as
interventional, in none of ny experience has there been a
pr obl em

DR. MENDELSON: Neither have we. W have had no
problens at all.

DR. MONSEES: Any other comments on this?

M5. EDGERTON: Trisha Edgerton, State of
California. | actually conducted a study as a result of ny
backgrounds in nucl ear nedicine and radiologist. In 1990, I
bel i eve, a needle was reused in nuclear nedicine that had
previ ously been used on an AIDS patient.

The Director of the Departnent of Health Services
asked the Radi ol ogi st Health Branch and the Licensing and
Certification Branch to do a study. W picked 14 hospitals
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at random 14 places at random-I| guess they were hospitals-
-and had a variety fromteaching hospitals to district
hospi tal s.

We | ooked at infection control. And we |ooked at
medi cal records |looking at Title 22 fromthe State of
California. W found that, in general, and | have these
nunbers if anybody wants them Unfortunately, we are going
to do energency legislation and, as we changed directors at
t he Departnent of Health Services, it |anguished sonewhere
and none of the recommendations got i nplenented.

But we found that, | would say, on a whole, of the
14 facilities, maybe two, after we had our entrance
conference wwth the head of infection control, the quality
assurance nmanager for the hospital, the director of nurses,
all these people we brought in, we would say, "Ckay; please
bring us to the Nucl ear Medicine Departnent and show us how
you handl e infection control."

They didn't know where it was. They had never
been there. It was the sanme for radiology. W |ooked at
why woul d this happen because we | ooked at radiol ogy, and we
| ooked at injections performed during fluoro exans and
what ever else, and they really had never had been visited,
never been overseen by the infection-control group in the
hospi t al
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| know fromthe old days, being in nuclear
medi ci ne, as soon as--they used to check for infection
control by doing culture insensitivities. As soon as you
said you m ght have radioactive materials floating around,
they just kind of said thank you an wal ked on. Typically,
when JCHO, with their triunvirate of other people that cone
with them they |ook at patient areas nore |like surgeon, ER
They don't cone in and do--the things they | ook at in the
radi ol ogy practice.

So | can tell you that what we found is that they
maybe foll ow ng universal precautions in doing sone of these
t hi ngs, but there was not a phil osophy of infection control,
an overseeing body to see that they are doing what the rest
of them are doing.

Sonet hing as sinple as when the technol ogi sts give
an injection, or in radiology when an injection is nade for
t he purpose of the exam it is generally not witten in the
chart. A nurse on the floor would never think of giving an
injection without noting place, tine to track nosocom al
i nfections.

So we kind of found that they really were
separated. So | think that any infection control that is
going on is just fromcomon sense and i s not necessarily as
conprehensi ve as you m ght think.
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| have a | ot of nunbers but--

DR. BASSETT: | think that is good to know.
However, the question was about the interventional
procedures specifically. Those are usually done under
sterile conditions. They are biopsy procedures. That is
what we are tal king about right now.

Then we were going to talk about the other issues
so | would still go back and say that at |east in our
practice, we haven't seen any of the procedures that are
listed up there. W still tell the patients that is a
potential risk, but | also tell themthat we have never
experienced that in our practice for each procedure.

DR. MONSEES:. | think what she was stating was
t hat perhaps people's policy and procedure manual s need to
be updated or whatever but | don't think what we are hearing
is that there are any really adverse events that are out
there, that what we are seeing is that despite the fact that
peopl e's policy and procedure manual s may not be up to
snuff, we are not seeing a problem

DR. BASSETT: R ght. | amnot saying that that
shoul dn't be addressed. W are trying to determine if there
is a real serious risk

DR. WNCHESTER  This shouldn't be confused with
what we are observing in surgery when we are now doi ng
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i mge-di rected open biopsies followng a stereotactic

bi opsy. | am seeing nore wound conplications but that is
not infection-control related. That is sinply inflammtory
response to trauma.

DR. HENDRICK: In the literature in the large
reports of, say, use of stereotactic core biopsy, they keep
track of the nunber of cases of infection. | think there
was one in 6,000 in the Parker |arge-scale study of core
bi opsy.

DR. MONSEES: Wiich is a remarkably smal |l nunber
conpared to open surgeon biopsy. Since we are tal king about
i nterventional procedures, how about if we |eave--we need to
get through this agenda--we will |eave standard mamography
out for now W are going to nove on, and we will talk
about stereotactic equi pnent, non-personnel issues, |ater.
W wil need to talk about other issues for stereotactic
equi pnent .

Let's tal k about current problens wth personnel.
We have tal ked about personnel before and what the
qual i fications should be, but are we having any probl ens
that we need to note here, observed problens in the
community. This is what we are tal ki ng about.

Do we have any personnel issues, problens, events
that you would like to report if there were a mechanismto

M LLER REPORTI NG COVPANY, | NC.
507 C Street, N E
Washi ngton, D.C. 20002
(202) 546- 6666




at

10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

63

report thenf?

DR. HENDRICK: This is anecdotal, but | do believe
that there is a personnel issue on occasion, and the exanple
that was brought up in Seattle, | think, gets to that, that
there may be one or two people in the practice who really
have done a | ot of these cases and know what they are doing,
and then there will be others who want to | earn but,
unfortunately, try to learn on patients.

So the concern is for the inexperienced
radi ol ogi st or surgeon who wants to junp into this w thout
the appropriate training under the supervision of a
qualified physician. | have heard a nunber of anecdot al
situations of problens being caused for the patient and the
procedure not going well because of the novice trying to
junp in.

DR. MONSEES: Maybe | should clarify. The reason
is because what we are facing when we tal k about these
guestions is what are the areas that may be regul ated, that
maybe we are going to suggest are going to be regul at ed.
VWhat we want to do is focus our attention on areas where
there are problens. So that is why we are going through
this Iist.

DR. DEMPSEY: Very recently, at UAV, we have been
| ooking at the problemthat | wll basically describe as
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this era of admnistration cutting back and cutting back on
personnel, you have these things that--you have to get X
nunber of continuing education hours.

For instance, our technol ogists that want to
rotate into the stereotactic roomneed to be trained. W
can tal k about physicians, but let's talk about the
technol ogi sts who are so integral to this. The problemis
it is given lip service but then, when you try to say,
"Okay; we are having three or four hours of CME training
today, all the other techs have to cover," well, there are
not enough techs to cover.

So we have gotten into this situation where our
techs are really--and this is in general as well as in
mamogr aphy--are just really lacking in CME credits,
conti nuing on-the-job training about equi pment, new
equi pnent in our departnent, update on, for instance,
contrast admnistration things in general radiol ogy.

It has gotten to be such a crisis that we, in
radi ol ogy, are going to pay a person to oversee this

training and, if necessary, cut into professional funds to

hire enough people to actually cover for techs to go out and

get honest-to-goodness training in new equi pnent and new
pr ocedur es.
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This is a problemthat is snol dering under the
surface at a | ot of hospitals due to trenendous cutbacks in
avai | abl e personnel and in personnel budgets. | amtelling
you that, in ternms of technol ogi sts operating things that
they don't know, that they have not been really fully
trained in, this is going to, in our estimation at UAV--is
al ready a significant problemthat we are going to address.

If the admnistration won't do it, we are going to
do it in our departnent.

DR. MONSEES: These are the kinds of operational
i ssues where we check and bal ance each other. Wen a
physi ci an notices that there are operational issues,
hopefully in your institution, you would focus attention on
t hat .

DR. DEMPSEY: But the reason it is so significant
is that it becones a patient safety issue, particularly when
you are operating core biopsy equi pnent. Unless these
peopl e are adequately trained and feel confident--that is
the other thing. "Oh, yeah; sheet no. 4, step 3," and al
t hat .

DR. MONSEES: That is why you oversee the
operation, Dr. Denpsey. That is why the physician oversees
t he operati on.

DR. SICKLES: There is another issue that we ought
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to consider here. | don't knowif you want to call it a
problemor not, but it is the experience of nost
radi ol ogi sts doing interventional nmamography procedures
that many--in our practice, it is 12 percent--requests for
i nterventional procedures are inappropriate.

It is inportant--nanely, an initial interpretation
or aclinician's interpretation of a radi ographic
interpretation results in request for an interventional
mamogr aphy procedure when, in fact, that is not the next
step which shoul d be perforned.

DR. MONSEES: You have junped down a coupl e of
lines to procedural appropriateness of biopsy.

DR. DEMPSEY: Ch; sorry. W will skip this.

DR. MONSEES:. That's okay because we are going to
tal k about that next if we have no other personnel problens
that are identified.

MR. MOBLEY: | guess | want to el aborate on the
coment Dr. Denpsey nade. | don't have a specific event.

It is just in |ooking at managed care and seei ng sone of the
fallout. | think we are seeing it, fromny perspective, at
our what | would call your premer facilities. Mybe it is
because | am seeing Premiere that | amusing that word--but
your premer facilities, those facilities that normally have
had t he dedi cated physicist, the well-trained technol ogi st,
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the exenplary care, if you wll.

We have seen those facilities begin to cut back.
They can't afford that any longer. It is just an
increnental kind of thing but | look at that and | say,
"Ckay; the exenplary facilities are cutting back and maybe
now it is not exquisite, it is just alnobst exquisite."

But the fallout of that is, as you tunble down
fromthe exenplary facilities, that, at the bottom end,
whi ch, obviously, we see a lot nore of--1 nean those are the
facilities that we are into and have problens with. At the
bottom end, you begin to see less and less unless it is
absolutely required and sonebody is checking on it to make
sure that it is done, things are not going to be done.

| am just wondering how far does it get drive by
managed care before, as a regulator, you have to step in and
say, "You have got to do these kinds of things. They just
have to be done." How far does it get driven? Do you wait
until the exenplary facilities become the problemfacilities
and what does that nean for the problemfacilities?

DR. MONSEES: It is a very tough bal anci ng act.

MR. MOBLEY: It is and it is a concern. But |
can't give you specifics. | can just tell youit is a rea
concern right nowin ny mnd and | think that we are going
to have to start looking at it. It may not be totally
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related here but it does have potential here.

DR. MONSEES: Do we al so agree--1 am making a
suggestion here--that the personnel that is going to do the
i nterventional procedures under manmographi ¢ gui dance, since
we have not really addressed that separately, should al so be
MXA- qual i fi ed individual s? Does anybody disagree with
t hat ?

| think we |ost our FDA people. It will be in the
record--does anybody di sagree? So we agree that the
per sonnel who do these interventional procedures should be
MXA-certified, MXBA-qualified, individuals.

M5. RONALD: Joy Ronal d, again, of Trex, Bennett
Division. | have great concern and | have seen it happen
time and tinme again, especially with technol ogi sts, that
there are operating out of their scope of practice, that
they are conpelled to do the targeting or identification of
t he | esions.

They are put in positions which they shouldn't be
put in, so to be aware of that.

DR. MONSEES:. | actually expressed that yesterday.
| do believe that that is probably out there, particularly
for those individuals that are not doing very many of these
procedures. It nmay be nore in surgeon practices but it my
be in both types of practices, that the technol ogists are
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bei ng heavily relied on to do nuch of this procedure except
for shooting the gun.

M5. THOVAS. | agree with you and | have seen it
done often and tine and tine again. | have had
t echnol ogi sts speak to ne about that.

DR. MONSEES:. Anybody el se have any concern about
t hat ?

DR. BASSETT: | would be just a little bit careful
about. There are different practices, there are different
skills of the technologists. | know that probably the
| eading person in this field relies heavily on their
technologist. O course, they check everything they do. So
| don't know if we can go in and m cronmanage how each bi opsy
is done.

| think the supervision has to be there. There is
no question about it, and the final word has to be there,
but I think there are different levels of skills of the
t echnol ogi sts doing the procedures and different ways the
practice is functioning.

DR. MONSEES: | agree. So can we | eave personnel
and nove into procedure. The first one was appropri ateness
of biopsy. This is something that Dr. Sickles was just
addressing. | certainly have noticed this in nmy own
practice as well that there are patients who are reconmended
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for biopsy that, in fact, when you |ook at it again and you
work themup at the tine that they cone in, that are
cancelled. This is not just for stereotactic but it is also
for breast needle loc, et cetera.

Do | hear support fromthe panel on that?

DR. SICKLES: | can give you sonme nunbers on these
things if you would like to have them because we have | ooked
at this in our practice. That does not necessarily nean
that our practice is representative of the country. It
undoubtedly is not because we are a referral center.

On the other hand, in our practice, patients
record referred for needle localization wind up with
addi tional imaging about 12 percent of the tine instead of
t he schedul ed needl e localization or the requested needle
| ocal i zati on and about half of those wind up with no
i nterventional procedure but sinply workup of the |esion by
addi tional imging and no need for an interventional

pr ocedure.

In terns of stereotactic biopsy, the percentage is
slightly higher. It is 18 percent in our practice in terns
of requiring additional workup.

DR. MONSEES: \What percent are cancelled then?

DR. SICKLES: | don't have that nunber. W have
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done that yet. The requests for gal actography cone
principally fromclinicians. Mst of those procedures are
not carried out because they are inappropriate referrals
because nost clinicians--at |east our clinicians don't seem
to understand, we haven't been able to adequately educate
them as to which patients are appropriate for the
pr ocedure.

We frequently get wonen sent in wth bilatera
ni ppl e di scharge for that. W do very, very few cyst
aspirations wth manmmographi ¢ guidance. | can't think of
one in the last five years except inadvertent during a
| ocal i zati on.

DR. MONSEES: Any other comments on the
"appropri ateness of biopsy" |line here, across the |ine?

Let's nove down to "failure to obtain a
di agnosis.” | think we need to differentiate between two
things. One is that, for exanple, a core may be negative
but, if you establish discordance, that the patient is then
taken care of in sone other way, and differentiate that from
a patient who gets a negative diagnosis by core and then is
put into the foll owup queue and, therefore, there is a
resul tant delay in diagnosis.

| think that it is very inportant to differentiate
bet ween those two things. So failures to obtain tinely
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di agnosis. Let's talk about that. Does anybody want to
comment on this. Do we have a problemhere? On a nationa
| evel, do we have a problem here?

DR. DEMPSEY: Because we are di scussing
preoperative needle localization in this group, |I am al ways
utterly amazed at nunbers that are published of
"unsuccessful " needle localizations. |If they are done
properly with radiol ogy surveillance and i nmedi ate
communi cation with the operating room why there should be
al nost any significant failure rate is beyond ne.

Yet | see studies published where nunbers are
quoted on up to 20 percent. | just don't understand that.
| would |ike other people's comments. But | have never
understood that if a needle loc is carried out under good
supervision with good equi pnent, know ng what you are going
after, and then there is conmunication on-line with the
surgeon in the operating room why there should be a
significant failure rate.

DR, SICKLES: If you are just addressing the issue

of delayed treatnment which is, | think, your first question-

DR. MONSEES: | think we are tal king about public-
health i ssues here.
DR. SICKLES: Del ayed-treatnent issues for
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stereotactic procedures, the literature woul d suggest that
t he nunber here of "fal se negative" diagnoses where one
finds out that there is a cancer but it was not sanpl ed
during the stereotactic procedure is sonmewhere in the range
of a half to 2 or 3 percent which is a very | ow nunber.

For needle |localization, as Pete as alluded to,
there is a range in the literature but the range doesn't
make sense. The people who are quoting this generally are
doing so to try to justify the one-half to 3 percent nunber
of stereotactic procedures to make it seemsimlar.

But, in fact, when proper procedure is foll owed
with wire localization, you know that the |esion hasn't been
exci sed and the surgeon, if informed intraoperatively, has
the opportunity to reexcise then. O, if it is not done,
then the opportunity exists to reexcise as soon as possible
t hereafter.

In our practice, there is about a 1 percent
failure-to-excise rate but there is a zero percent del ay-in-
di agnosis rate because it is taken care of right away.

DR. MONSEES: So highlights communi cation and the
conjoint effort of the individuals involved in taking care
of the patient. Sane thene.

Any ot her comments on this before we nove on?

DR. HENDRI CK: | am just wondering why we are
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di scussing this. Even if there is a problemhere, are we
goi ng to suggest that the FDA delve into the practice of
medi ci ne and solve all this?

DR. MONSEES: No. | amnot going to. But | think
what we need to do for themis to highlight where there are
probl enms. They want to know where there are public-health
probl ens, the way | understand it. |If | amwong, correct
me, because | will stop this path.

DR. FINDER  You are right.

DR. WNCHESTER: Question no. 4 is next. It says,
"What problens are appropriate for regulation?"

DR. MONSEES: Right. And that is why we are doing
this. This exercise is to find out where there are public-
heal th problens so that we either solve themwth voluntary
process or it will be regul ated.

HENDRI CK: Those are the two choi ces?
MONSEES: The way | gather it is going to be.
HENDRI CK:  How about just current practice.

MONSEES: That could be. That is a third one.

T %3 % 3 3

HENDRI CK: That is a third option.

M5. HAWKINS: It was ny understandi ng yesterday
that these procedures, the interventional mamography
procedures, are nostly done wth younger wonen. | am
wondering if there is not a bias with older adults with
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t hese processes.

DR. SICKLES: Interventional procedures are done
for wonren of all ages. Wnen who undergo manmography have
mamogr aphi cal |y detected findings that are not pal pable
even in retrospect. These are the wonen who require these
procedures and they happen in all ages. The frequency woul d
depend on the frequency wth whi ch mammography i s done on
wonen at these various ages.

But, in fact, the biopsy rate is pretty nuch
i ndependent of age so the frequency with which these occur
relates to the frequency with whi ch mamography is done on
wonen at various ages. To the extent that it is nore
frequent in younger wonen is sinply because ol der wonen are
not getting recruited to manmmography screening.

DR. MOORE- FARRELL: On the subject of problens--
this nmay be anecdotal, but | will say | have seen pl aces
where the surgeons have access to the stereotactic machine
and do their needle | ocalizations thenselves on the
stereotactic machine. A radiologist never sees that needle
pl acenment. Some do not do speci nmen radi ographs. Sone do
not do specinen radi ographs of their core biopsies of
m crocalcifications. | don't know how you regul ate that but
| think that happens.

DR. MONSEES: Any ot her comments on that?

M LLER REPORTI NG COVPANY, | NC.
507 C Street, N E
Washi ngton, D.C. 20002
(202) 546- 6666




at

10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

76

DR. MENDELSON: Wth respect to Dr. Farrell's
comments, | think that specinmen radi ography, or specinen
i magi ng for nonpal pabl e needl e-localized lesions, is the
standard of care and, sonehow or other, that should be nade
known.

DR. MONSEES: How about conplications. Let's talk
about conplications of these procedures. Do we have
significant problens here that we need to know about,
public-health issues? Henmatomas? W have tal ked about
infection before. Any of the panelists here know of any
conplications of any of these interventional procedures that
are a public-health hazard?

No? Okay; so we wll say we don't really know
about those.

Post - procedural is where we had focussed earlier
about path correlation, comunication follow up. No
coments? Any comments about this aside fromwhat we tal ked
about earlier? W think we have problens here that may fal
under a voluntary accreditation; is that correct? Aml
speaking a sunmary sentence that reflects the feelings of
t he panel ?

DR. SICKLES: Voluntary or, if it doesn't work,
mandat ory.

DR. MONSEES: Do | have agreenent on that?
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Patient-satisfaction issues. Do we have problens with
patient satisfaction?

DR. SICKLES: We have heard that we do.

DR. MONSEES: Yes; of course we do. Do we have a
particul ar area where this is nore of problemthan others?
Not necessarily?

DR. DEMPSEY: M hunch is--and we can't prove it,
but ny hunch is that the problens of patient satisfaction
woul d be directly correlated with the anount of tinme spent
before the procedure.

DR. MONSEES: So this is nore communi cation, et
cetera. Conplaint nmechani sm probably ought to be
consi dered, whatever nechanismis being used to tal k about
quality, whether it is going to be regulated or whether it
is going to be a voluntary accreditation program a
conpl aint mechani smis probably inportant.

DR. DEMPSEY: | think the easiest way to do it is
what we have at UAV. The patients are all given this
communi cation nunber, that if there are any conplaints at
all in any direction, they have patient reps that
i medi ately respond to any problens. But usually we would
know about them anyway.

DR. MONSEES: Are there any other public-health
i ssues, problens that need to be tal ked about here? D d you
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have a comment first before we ask that question?

M5. HAWKINS: Just listening to the individuals
who testified yesterday, and the reports that we see in the
medi a and also in dealing with various consuner groups and,
especially, older adults, oftentines the problens we heard
out there are not the problens that may cone before you as
practitioners.

So | really think that there should be sone body
to | ook at patient satisfaction that may be separate from
basically the provision of services because when we convene
focus groups, we hear very different types of problens,
problens related to access, availability, problens related
to just basically how services were delivered.

So | think it is a very serious problem | think
that what you may hear will be fromthe patients who are,
nore or less, satisfied. So | think it is definitely a
public-health problem | think it has a great deal to do
basically with even how we will get a handle on the problem
of early screening and diagnosis and so forth and treatnent
of breast cancer is to deal with the patients.

It may take, as | say, a third-party entity such
as what is available through the Adm nistration on Aging or
ot her consuner groups and so forth.

DR. MONSEES: Thank you. Any other coments on
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that? Okay. So we have been through these probl ens which
have |isted up here. W can take that overhead off and
let's go back to the questions.

DR HENDRICK: | think that there is also a
problemthat didn't get listed up here.

DR. MONSEES: Oh, yes; any other questions? 1|'m
sorry. | asked that question and | forgot to give you an
opportunity to answer that.

DR. HENDRI CK: Thank you. | don't know how
extensive it is, but I think there are problens at sone
sites on technique factor selection, especially for digital,
of sites either using too high or too I ow a technique to get
opti mum i mage quality.

DR. MONSEES: So this is operational issue, again.
Any ot her problens that are out there that may be sonet hi ng
that we want to tal k about when we tal k about what shoul d be
regul at ed? Nothing el se; okay.

So what | would like to do now is |ook at question
no. 3. W tal ked about the current problens in
i nterventional mammography and that included breast needle
| ocali zati on and gal act ography. | think we can nove on,
then, to what problens are appropriate for regulation. That
is why we have been through this exercise.

That will be questions 4, 5 and 7; what problens
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are appropriate for regulation; can sufficient inprovenent
be achi eved t hrough nonregul atory neans, or through
adaptation of current regs; and then, if a procedure is to
be regul ated, what areas m ght need to be addressed?

So let's tackle that.

DR. BASSETT: W already nentioned that one thing
that we could consider appropriate for regulation wuld be
that the equi pment used for these procedures neet the sane
requi renents. Perhaps, and Flo nentioned this to ne, one
probl em woul d be clinical inmage review, if they are being
used primarily for those functions but may be outside of
that. | amnot excluding that, but certainly that it should
meet the other specifications.

DR. MONSEES: That is no. 8. So not only the
equi pnent but the personnel.

DR. BASSETT: That was ny next statenent.

DR. MONSEES: Do we have anybody that di sagrees
with that? Any other proposals for things that need to be
tackl ed? What else is appropriate?

DR. BASSETT: |I'msorry; we would have to realize
that, in the voluntary program there would be surgeons who
woul dn't neet interpreting-physician requirenents. So that
is with the exception of that.

DR. MONSEES: Yes; aside fromthe stereotactic
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program if that were done at the voluntary program then we
woul d be tal ki ng about the other equipnent.

DR. BASSETT: | just wanted to clarify.

DR. MONSEES: \What about if there is a voluntary
program are we thinking that all of the equi pnent
requi renents shoul d be under the voluntary program or they
shoul d be regulated? |Is there a part that we woul d suggest
be regul ated and a part that would be voluntary? Let's hear
sonme di scussion on this, breaking it down.

DR. BASSETT: Could I conment once again?

DR MONSEES:. Yes.

DR. BASSETT: Just to get it out of the way.
Those procedures that are being done on mamography
equi pnrent, what we call, now, conventional manmography
equi pnent, is what | particularly thought we could get out
of the way first. That would be ductographies, |ocalization
procedures, all of those, should be done on equi pnent that
nmeets the specifications that are outlined for screening and
di agnosti ¢ manmogr aphy.

DR. MONSEES: Yes. GCkay. | think there was
nobody that disagreed with that, for conventional
mamogr aphy equi pnment. Let ne ask this question. If we are
tal king about the alternative to regulation for stereotactic
bi opsy, do we want to consider that the FDA should regul ate
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part of that process, perhaps equi pnent.

Particularly, I want to hear fromregul ators and
t he physicists here.

MR. MOBLEY: | will just make this statenent and
it i1s broader than what you are asking for. | ama
regul at or and have been a regulator for sonme tinme. Having
that experience, it seens to nme--well, it is certainly ny
experience; let ne state it this way--certainly it is ny
experience that until you regulate it, you really do not
have the control over it if you are trying to drive
100 percent or near 100 percent--you never achieve
100 percent--but if you are trying to drive the whol e
comunity toward a standard, the only way you can do that is
by a regulatory driver.

| hear the discussion here of the voluntary
process. Perhaps you can nmake this voluntary process for
the professional credentials work by saying if you don't do
it voluntarily, we wll regulate it. That seens to be a
regul atory driver in ny mnd.

But if that works, then it works and that is fine.
But for equi pnent and those kinds of things, if you don't
have a standard and you don't require it be nmet, then it is
just not done in all facilities and, in fact, maybe in many
facilities.
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So you have to have that regulatory driver, |
believe. In this case, it seens to be--again, in nmy mnd,
it is pretty straightforward. It is a piece of equi pnent
that is used for nmammography. There are standards for
equi pnent used for mammography. You just roll themright
over there and say, "Here they are; you either neet it or
you don't." It is pretty straightforward.

DR. MONSEES: Any other comments fromthe panel on
this? M. Fletcher, do you have any coments?

MR. FLETCHER Basically, | agree with what M ke
has said. For equipnment, in particular, | believe that
there should be no option, it should be controlled through
regulations. | would be very interested to see how this
voluntary programworks. It seemvery interesting in the
way it has been proposed.

DR. HENDRI CK: | would agree to clear up the
25 percent that will never participate voluntarily, that
havi ng sone kind of regul atory oversight of equipnent, and |
woul d add QC to that, is quite useful and, really, the only
way to get that |ast group of people to conply.

On the other hand, when | couple that with the
know edge of how, when we say it should be regul at ed,

i nspections tend to go which is overly el aborate, overly
expensive and not really getting at the real problens of the
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quality, I fall back fromthat in the sense of wanting every
pi ece of equipnment to be inspected annually.

| think that there should be sone way to neet a
m ddl e ground where the requirenent is everyone has to neet
these requirenents in terns of equi pment and quality control
and to do sonething that gets people to neet those w thout
requiring an eight-hour inspection annually.

One suggestion would be either to do spot
i nspections of maybe 5 to 10 percent of the equipnent with
the threat of a spot inspection any time. That woul d get
people to conply or to have a much briefer one- or two-hour
annual inspection that would see if people are really
nmeeting these requirenents and then | eave them al one to do
the practice of nedicine.

DR. MONSEES: How about independent physici st
reports. | don't consider this a conflict of interest--I
consider this your advice--as sufficing for the inspections
and t hen maybe havi ng sone random check in addition.

DR. HENDRICK: | think you need a random check in
addition to that. The reason is the physicist either works
for the facility or is contracted by the facility and it
puts themin an extrenely awkward position to be the
i nspect or who says yes or no, they are doing everything
correctly.
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MR Pl ZZUTI ELLO. | think we have worked for a

nunber of years to draw a very clear line of distinction
bet ween a nedi cal physicist as a professional who is a
consultant to each facility and an inspector who has a
regul atory role.

On the other hand, |I think that if nedical physics
surveys were to be sent into some central database and
revi ewed and spot checked on a regular basis by a regulatory
function, then that would serve a better role and the
physicist would still be clearly the consultant to the
facility.

DR. HOUN. This is why, when we ask you about are
t hese appropriate for regulation, regulations really |ock us
in. W are required by statute. If we are going to
accredit and certify interventional, conventional units, we
have to do on-site annual inspection. There is no
di scretion given to the Secretary on this.

So if it is a voluntary program and they set up a
vol untary system of 10 percent audit, that is their
busi ness. But once it is FDA-certified, we are required
annually to be on-site. The length of tinme does not have to
be the current eight hours. |In fact, inspections--we are
| ooking to evolve themto, right now, 5.6 on facility
reporting to us.
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But we are also looking to streanmline the
i nspection programfor facilities that show excell ent
conpliance, full conpliance. So that is sonmething we can
tailor. But for the new interventional equipnment that we
wll be seeing, | amsure we would be doing a full survey
initially to get a record of how they are doing and then
work with that.

DR. SICKLES: | have a question for Florence.
Since the | aw affects what you nmust do if you regulate, wll
the law permt you to accept regul ation of equipnment and QC
but not personnel, as Barbara was just considering?

DR HOUN: | think that if there is not sufficient
sci ence or consensus or reason to have a regul ation, we
woul d not be pronulgating in that area. W can regul ate
personnel, equi pnent, radi ation, record-keeping, reporting,
quality control, quality assurance. W have already
pronul gated those | aws for screening and di agnostic.

If we want to exenpt interventional because we
have agreed to certain standards for equi pnent but not for
personnel, there would be adequate basis to do that.

DR, SICKLES: So, if | understand it, you could
exenpt personnel but not exenpt equi pnent.

DR. HOUN. | think that woul d be possi bl e because
there woul d be no consensus or supporting data, as Dr. Smth
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was sayi ng, on what these nunbers nean. |If the period of
tinme was to allow the community to devel op sonme better
under st andi ng of these standards, and recommend that to FDA
we woul d certainly hear that.

DR. HENDRICK: | think a side benefit, especially
for this conmttee, of having equipnent in the QC regulation
woul d be to know what universe of facilities out there is
doi ng these procedures and with what kind of equi pnent and
how many procedures are being done on that equi pnment. That
woul d be very valuable information for knowi ng the effect of
stereotactic--for evaluating all the possible issues of
conpr ehensi veness and sone issues of quality.

DR. MONSEES: So if there were regulation of the
equi pnent, we coul d, al so, perhaps, recommend that and, as a
result of that, we would know how many units are out there,
so we would have that very inportant data point.

DR HOUN. | would say that you shouldn't base
regul ation on collecting data. This is a big deal.

DR. MONSEES: Right; but it would be a side
benefit. | think we have already heard, and it was
expressed by Dr. Hendrick, that it was his concern that if
equi pnent were under the voluntary programthat there m ght
be 20 percent or so of facilities that did not conply; isn't
that right? Am | putting words in your nouth?

M LLER REPORTI NG COVPANY, | NC.
507 C Street, N E
Washi ngton, D.C. 20002
(202) 546- 6666




at

10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

88

DR. HENDRI CK: Yes; you are because | don't know
what "conply" neans yet.

DR, SICKLES: | would think probably a little
hi gher .

DR. MONSEES: There woul d be people, there would
be facilities, that would not neet the standards that we
woul d i ke to have.

DR. BASSETT: | think that we are looking a little
bit short-sightedly. 1 think that we don't have any
experience wwth this. W don't know what the response of
ot her societies such as the American Cancer Society, other
pr of essi onal groups, other reinbursenent issues that m ght
occur. It may turn out that there isn't full conpliance but
then we will have a program

At that point, the program can be required.
think a lot of that work can be done ahead of tine so we
don't end up with sone regul ati ons that haven't been put to
the test and that could turn out to be disastrous.

So I would think that we shouldn't | ook at this as
a closed book if there is a voluntary program but, rather,
just as the ACR programwas voluntary, it nmay turn out that
it has to be required. And then you would hv 100 percent
conpliance, which is what | amhearing. But | am hearing
that we are looking at it as sonme kind of fait acconplis.
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It is actually, | think, a devel opnent process to
devel op a program see if it works, see how many people
conply. If we don't get conpliance, nmake it required.

There are all kinds of alternatives that nake it really not
a single pathway but an opportunity to get this started in a
reasonabl e way, with agreenent of the professional societies
that actually do the procedures.

| could al so see how you m ght want to have a
requi renent for the equipnent, itself, to be under a
separate kind of jurisdiction. | suppose that is possible,
too. | don't think there is any one way to | ook at this.
think it is nore of a devel opnental process.

DR. MONSEES: That is what we are exploring here,
whet her or not we would carve out part to be regul ated and
part to be voluntary.

DR. BASSETT: Right; but | amhearing that it is
only going to be--1 understand, but | just think that we
should ook at it alittle nore broadly. W have nothing
Now.

DR. MONSEES: | think we will have to call on this
comm ttee again because we don't really have concordance on
t his.

DR SICKLES: | would point out that the previous
ACR accreditation program for mammography-covered equi pment
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and then, when it becanme mandatory, it covered everybody in
the country. The current ACR stereotactic program covers
equi pnent and it isn't necessarily so that that could not be
included in the voluntary programto begin wth.

Then, shoul d conpliance not proceed, that also,
al ong with professional standards, becones nmandatory. |
don't think we have to--as Larry has suggested--we have to
have equi pnent carved out right fromthe start.

DR. MONSEES: | agree. The proposals are on the
table. W need to discuss what we are thinking is probably
the right way to start and we may or may not be able to
predi ct how we end up eventually.

Did you have a comment, Dr. Smth?

DR SMTH. It would seemthat one of the things
you could do, though, is look for proxy indicators of
conpliance. Let's say, for exanple, that a facility that is
getting good scores on its inspections, on all of its
screen-filmunits--it also has stereo units--if, under the
prof essi onal societies' guidance--we are putting together
this cooperative agreenent for voluntary accreditation--
could ask those facilities to submt to an on-site
i nspection that neans nothing other than, "W want to just
see if your QC programcarries over to your non-regul ated
units."
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That is a proxy neasure of what you m ght expect.
The other thing, in responding to Dr. Bassett's comment, is
that you would really need to see sonme gui dance, | think
fromthe professional organizations saying, "W are not
going to trickle into conpliance wth the voluntary program
over the next decade. W are setting atinme table. This is
part of a cooperative arrangenent. W have spent tine
di scussing this at the FDA advisory conmttees."

It is a viable alternative. But it is not viable
if everybody doesn't participate. R ght now, | think the
spirit of MBA is that no woman should get a manmopbgramin a
unit that doesn't neet standards. So the idea of 80 percent
conpliance is really unacceptable. The idea that there are
units right now being used for localizationis a bit of a
scandal that they don't neet these requirenents.

DR HOUN. Al | can say is that when we go in to
i nspect, we can only inspect what we have regulated. And we
can't do, "By the way, we will also check sone other
t hi ngs," because we have no authority to do that.

That is why | would say that, as the voluntary
prograns develop, there are all sorts of ways that they can
provi de FDA with sonme assurance of conpliance such as
contracting with a third party to do sone spot inspections,
working with JCHO to devel op this oversight, that we would
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see as not necessarily a self check but actual third-party
eval uati on.

So things, | know, can be developed with this
vol untary program

MR. Pl ZZUTI ELLO. The stereotactic accreditation
program at the ACR has been going for about a year and a
half. M understanding is that, starting in January, we are
going to begin to do sone random site surveys, to go out
into the field to verify that the systemis in place and
people are really conplying, and so on.

The Col | ege has been doing this in the manmogr aphy
accreditation programin a big way for a long tinme. Until
now, it is not done but, starting in January, it is going to
begi n under the stereotactic accreditation program

MR, FLETCHER. One thing we may be overl ooki ng and
that is the fact that you cannot be sure, unless there is
sone specific |anguage, that, if a programis not regul ated
by the FDA, it would not be regulated by the various states.
| think if this voluntary programis to be | ooked at totally
as a voluntary program then sone kind of guidelines are
going to have to be given to the states because, otherw se,
as in nost other X-ray devices, the states will cone in and
regul ate that area as they would those areas al ready
est abl i shed.
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DR. HENDRICK: The follow up on that is that then
we wi Il have the sane ness we had i n mammogr aphy before MXSA
which is 50 different sets of regulations on stereotactic
and no coherence fromstate to state. A lot of the state
regul ations turn out not to be so well founded, so it is a
probl em

MR, MOBLEY: | think that there certainly exists
the potential to have this disparity in regulations from
state to state although the states try to maintain
conpatibility not just with their radioactive nmaterials
program but with their X-ray program But there are
di fferences that exist for whatever reasons.

| think that there is a difference. | guess it
seens clear to nme fromthe discussion that we have had in
the last day or so that people recognize that there is a
di fference between the professional criteria and the
equi pnrent criteria. It also seens to ne, again, as | stated
earlier, that it is pretty straightforward on the equi pnent
criteria unless there is a reason, and we have identified,
with the digital equipnent for stereo procedures, that there
are sonme specific differences that would have to be
recogni zed.

But, for nuch of the equipnent, it is very
straightforward that it should be able to provide you the
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sane quality imge that you would get in the screening
programand it just seens very straightforward to apply
those regul ations to that equi pnent that is downstream or
upstream whi chever way you want to look at it, fromthe
Screeni ng process.

| think that you can draw a |ine there--at | east
inny mnd, it is very easy to say this is straightforward
and it can be done. This is just the way regul atory
prograns evolve. You address the big major issues first and
then you | ook at, okay, are there additional areas that we
can effectively deal with and where do we draw that |ine.

In this case, it seens straightforward on the
equi pnent. The professional qualifications, and those
i ssues, are certainly nebulous in ny mnd and | would say,
fromthe discussions | have heard, are quite nebulous in the
col l ective brainpower that is presented here because there
are, obviously, very different perspectives regarding that.

It is not, innm mnd, ripe for regulation at this
point intime. It is ripe, | think, for a driven voluntary
process. So that is two different things. One is the
machi ne process, straightforward, clear, regulated. The
standards are in place. Go for it. The professional
qualification; it is not straightforward. It can be driven
with a voluntary process, with a regulatory driver in place.
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| think that is the way we should go for that.

DR. MONSEES: Can | just clarify something because
| amnot sure | understood this. Mybe | just m ssed the
coment. Are you differentiating between stereotactic
equi pnent and conventi onal mamography? | think we agreed
t hat conventional manmography equi pnent ought to be
regul ated to the sanme standard as it is for use in screening
and di agnosti c purposes.

Are you saying that you feel that the equi pnment
for stereotactic use should be regulated at this point and
separated fromthe professional qualifications which could
be voluntary? O are you saying that the whole stereo
program could fall under voluntary.

| would Iike to hear your opinion about that.

MR. MOBLEY: Yes; | amsaying it should be and, in
fact, it will be, as noted by Roland and Ed, by the states.
My concern, | think, is probably along the sane |ines as
Ed's is that when you get into these kinds of situations,
depending on the | evel of understanding you have of the
equi pnent, the qualifications of your inspectors, you can
get sonme very strangely driven criteria.

DR. MONSEES: So it is a yes. You want to
regul ate it.

MR. MOBLEY: | want to regulate it but | believe
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that we need sone cl ear-cut baseline standards that w |
give the states, and/or if is a federally driven thing, give
the states a straightforward, "Here is the way that you
woul d regul ate these things.”" Oherw se, you have got a
situation where you may have, "This is not a federally
regul at ed device."

The state, then, says, "Ckay; how am| going to
address this thing? Do | apply conventional fluoro
standards? Do | apply radi ographic standards? Do | apply
pi xel scope standards to this? And how do | do this?"

VWl |, depending on the way that the inspector
m ght look at it when he is there when you are in one of
t hese never-never-land situations, it could be really tough.

DR. MONSEES: | get the drift. | assune that M.
Fl etcher agrees with you.

MR, FLETCHER: Yes; | do.

DR. MONSEES: Dr. Hendrick, do you agree?

DR. HENDRICK: Yes; | agree. | would also like to
say that | still think, if you present this to a woman, the
equi pnent that you have a one, or a few, per-thousand chance
of having cancer detected on is regul ated but the equi pnent
that you have, like, a fewin ten, or a one in ten, tw in
ten, chance of having cancer tissue-sanple done is not
regulated, | think they would have a problemw th that.
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But | also think that there are problens if you
say equi pnrent shoul d neet standards, the QC should neet
standards, that should at |east include the qualifications
of the people providing that QC service, the physicist and
t he technol ogi st.

DR. MONSEES: So you are one-upping it and you are
saying not only the equi pnent but you are suggesting that
the qualifications of the people that perform QC al so,
per haps, be regul at ed.

DR HENDRICK: | up it to the technol ogi st
performng the procedure, too. But | don't think that is an
issue. | don't think we are debating, really, the
qualifications of the technol ogist or the physicist.

DR. MONSEES: But we are whether or not it should
be regul ated or part of the voluntary accreditation program
perhaps. W are.

DR. SICKLES: | have a question to the people who
are expressing interest in inmedi ate regul ation of the
carved-out portions. Wuld you feel differently about the
acceptability of a voluntary programif it had a narrowy
defined definition of what acceptable conpliance was and a
time line where it had to be achi eved?

For exanple, if we had a defined near-100-percent
conpliance within, say, a year and a half, would that be
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acceptable to not having to carve it out or is it your
feeling that this sinply has to be done i nmedi atel y?

DR. HENDRI CK: Are you tal king about with regard
to equi pnent and QC standards?

DR. SICKLES: | amtal king about equi pnent, C,
technol ogi sts, all of what you were just saying.

DR. HENDRI CK: But, see, | don't think if you
don't have sone kind of way of assessing how many facilities
there are out there that you wll ever know that you have 80
or 90 or 100 percent conpliance.

DR SICKLES: Agreed. | think it wll be the
responsibility--in any voluntary system it would be the
responsi bility of whoever is trying to prove that that is
adequate that they have full conpliance. Sonebody is going
to have to figure out that they have got full conpliance.

If you can't denonstrate that fromthe start, if you don't
have a way to nonitor that, then a voluntary program nmakes
no sense.

DR HENDRI CK: | agree.

DR SI CKLES: But assuming that a voluntary
program coul d be devised that could nonitor the | evel of
conpliance and that you had a tine |ine defined, absol ute,
"meet it or we regulate,” would you still insist on
regul ation up front?
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DR. HENDRICK: No; not at all. That would be the
best of all possible worlds.

DR SICKLES: | just wanted to clarify it because
| thought | was hearing fromny side of the room fromthe
ri ght-hand side of the table, that we just had to regul ate
i mredi ately. | amnot sure that is the case.

MR. MOBLEY: Regul ate what? The equi pnment or the
pr of essi onal standards?

DR. SICKLES: Wuld you accept any voluntary
program defi ned any way that you would--let me put it this
way; would you rule out any voluntary programno matter how
strict the rules mght be for equipnent, QC, personnel up to
technol ogi sts? Wuld you rule out anything voluntary
because you feel it just has to be regulated right up front,
there is no possible way that it could work any other way?

MR. MOBLEY: No; | wouldn't rule it out. | would
feel like that would be terribly arbitrary on nmy part to
say, "No; we are not going to listen. W are not going to
hear of that." | amjust saying that there are other
situations out there within the states where the states wll
fill in the void because of their perspective regarding it
if there is not sone national guidance.

CGenerally, a voluntary programis not the |evel of
gui dance that woul d be necessary so you coul d have states
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step into fill in that gap in certain instances. | don't
see, in this case, that--1 guess | don't think it is a big
i ssue whether it is voluntary or regul atory.

The real question is how do you assess the
voluntary program in particular with Dr. Houn saying they
can't do inspections of this unless they have a regul ati on
in place. 1 don't know. | couldn't rule it out but here is
what ny perspective woul d be.

It takes tine to develop regul ati ons and things.
If, in the tinme that it took to devel op the regul ati ons--|
mean, we are saying do this imediately--wll imrediately,
in aregulatory arena, particularly at the federal [|evel
regul atory arena which is a year, tw years, maybe a little
bit | onger--

DR, SICKLES: What | amtrying to get at is should
the FDA begin the process of regulation, in your opinion,
now or should they indicate to the cormmunity at |arge that
they are very interested in this and that they are aware
that their voluntary programis being set up right now which
they will nonitor to the point where, at a given point in
time, if they don't neet certain standards the FDA has in
mnd, that it will be regul at ed.

Those are the only ways that voluntary prograns
w1l work.
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MR. MOBLEY: | guess ny perspective on that is
that | think the FDA should begin immedi ately to devise this
program to look into it as to howit would be set up and
i npl emrented for the equi pnent and go forward with it. [If,
during the interim a voluntary process was devel oped that
could denonstrate that all the standards coul d be
appropriately net by the facilities, then you could take a
look at it at that point in tinme and say, "Maybe we don't
need those standards."

But | think you should nove forward. There has
been too much di scussion about the potential need, should we
do this, et cetera. | think it is really clear from our
di scussions here that yes, we just need to clearly say,
"This has to be done. W are going to proceed to do it."

If, in the neantine, a voluntary program does
address the issue, then you could take a second | ook, just
prior to promul gation of the standards.

MR. FLETCHER | guess one of the things, as a
regul ator, you have to think about is what is the inpact of
setting a precedent, particularly when you have established
criteria, and where is the ripple effect. Over the | ast
coupl e of weeks, M ke and | have heard argunents in other
arenas, nedical arenas, whereby the need for the type of
regul ations that currently exist may not exi st anynore.

M LLER REPORTI NG COVPANY, | NC.
507 C Street, N E
Washi ngton, D.C. 20002
(202) 546- 6666




at

10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

102

So the possibility of comng up, even after a
regul atory programis established and to denonstrate that
that level of regulation is no | onger necessary and that a
voluntary programw ||l work, that is possible because it is
ongoi ng right now in anot her arena.

However, fromthe other side of the coin, as a
regul ator | ooking at the equi pnment, if | allow, or just
don't reqgqulate, a type of equipnent that is in the sanme
arena with other broad types of equipnent that | do
regul ate, questions are going to cone fromthat community,
"Why are you regulating this and not this?" even though it
is not stereotactic, fluoroscopy, et cetera.

"Why did you give an exception here? Wat is the
proof needed to put us in sonme kind of a voluntary progranf"
So, as | said, as a regulator, | have to be concerned about
setting a precedent and what the ripple effect of that
precedent 1is.

DR. MONSEES: Dr. Smth, last comment, and then we
are going to go to break.

DR SMTH. | amgoing to make this a |ong
comment. One question | guess | would have is would the
states--this is something that | don't think that the states
can answer right today--but in keeping with Ed Hendrick's
earlier comment, if we were to pursue the idea of a
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vol untary program nunber one, | think that the professional
societies would have to say, if this were devel oped in
parallel, which I think Mke's idea is a very good idea, we
want to have this voluntary programin face a |ot faster
than the FDA could put a regulatory programin place.

In fact, by definition, you will need to because
ot herwi se the FDA program would have to kick in. That would
be the consumer groups' recommendation and endorsenent. In
ot her words, the cancer society would have to opportunity to
sinply say, "W are going to weigh in on one side or the
ot her based upon the evidence that we see that the
protections are in place.” And they would have to be nearly
uni ver sal

But the question | would have for the states,
al so, is, would, under the CRCPD and the collectivity of the
states, they be willing to collaborate in this process and
not enbark upon, once again, a patchwork of different kinds
of regulations, in a sense, junp the gun on this, to give
t he professional societies that opportunity to denonstrate
that a voluntary program can worKk.

The | ast question is that you can't have any
assessnent, or any evaluation, unless there is sone
cooperation at the state |evel for the kind of surveillance
to indicate the universe of machines that is in the
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vol untary program and the universe of machines that is out
t here.

That was al ways kind of the uncertainty that we
had. R ght now, it doesn't appear all of these units that
can't pass MXA and they say, "Fine; we will just roll it
into the next roomand use it for sonmething else,” that is
clearly in violation of the spirit of MXBSA

The states do, | think, have the authority to say,
"The FDA may allow you to do that, but we won't." Have any
states taken that step? That should keep us busy. Do you
want to do that after the break?

DR. MONSEES: Wy don't we break now. \Wat we
will dois we will answer that when we get back and then we
will proceed with the rest of the NMQAAC questions. W w |
reconvene at 10:45. Before you |leave, Dr. Finder would |ike
to make a statenent.

DR. FINDER | have two issues | want to bring up.
One is alist that | amgoing to pass around for people to
put their names and tell us what type of conputer system
t hey have at hone so we can send themtranscripts on disc.

The other thing I would like to do is make a
l[ittl e announcenent. Many people may know that several of
the nenbers currently serving on this commttee, this wll
be their last neeting. | just wanted to extend ny
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appreciation, the D vision of Mamography's appreciation,
and the Food and Drug Adm nistration's appreciation for al
the work that they have done.

The people that, unfortunately, will not be com ng
back for the next neeting are Dr. Lawence Bassett, Dr.
Tansen Bassford, Ms. Marydal e Debor, Ms. Rita Heinlein, Dr.
Ed Hendrick, Ms. Maria Ronmero, and Dr. Robert Smth. | hope
| haven't m ssed anybody.

But | do want to thank everybody for all the hard
work and the effort that they have put into the various
commttee neetings over the last three years.

[ Appl ause. ]

[ Break. ]

DR. MONSEES: W are going to begin the discussion
again this norning. Because Dr. Smth posed sone inportant
gquestions, | amgoing to ask him in one or two sentences,
to just briefly to recap those questions before the panel,

t he deeply inportant issues.

DR SMTH. Before the break, the questions that
posed are in order to determine |evels of conpliance, |
woul d think that the states would need to cooperate with the
voluntary programto identify the universe of sites,
facilities and equi pnent that would need to be covered under
the voluntary program
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So that would be one thing, the whole issue of
what is out there and what is covered and what kind of
conpliance do we have is only possible, | think, with sone
cooperation fromthe states.

Secondly, if we are going to avoid anot her
patchwork of different regul ati ons and prograns and
standards for this particular technology, if FDAis willing
to experinment wwth the idea of a voluntary programthat
nmeets all the goals of a regulatory program wll the states
cooperate during this experinment by holding off on
establishing their own regul ati ons.

| think the third issue is just really related to
the idea that there are units, if they did not pass an
i mge-quality test, were pulled out of coverage under MXBSA
and began to be used for other procedures, are there any
states that have stepped in and said, in effect, if MXBA
woul d all ow you to do this, the state won't?

Now, the |ast question probably only can be
answered on a state-by-state basis, and we have a coupl e of
states here. But it is an exanple of where |ocal control
m ght have had an advantage where MXSA, right now, couldn't.

The two critical issues, though, are the first
two, levels of cooperation as well as holding off during the
experinment period.
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DR MONSEES: W will start with M. Fletcher.

MR. FLETCHER  The best organization to facilitate
state cooperation is, of course, the Conference or Radiation
Control Program Directors. There are established, and M ke
can probably talk to this even better, already organized
mamogr aphy comm ttees that work on various aspects. That
is the best |evel of cooperation because they can get all of
the states comuni cating on the issue, get the issue out to
everyone sinul taneously, because understanding the issue is
going to be as inportant as what resolution cones fromit

The thing that | think you, perhaps, need to be
aware of is that states wll probably not devel op any new
regul ations to do this. Wat wll happenis if this is a
category of devices that is no | onger regul ated under an
MXBA unbrella, it will fall into a category that already
exists in the states. States already regulate all other
forms of devi ces.

So |l don't think initially there wll be a nad
rush to establish a bunch of new regul ations. The CRCPD
does have a council that deals with suggested state
regul ations. That is how we get our uniformty. The
unfortunate part is it does take sonme tine for the
devel opnment of these regulations as it does with any | arge
organi zati on where you have got to get the cooperation of 50

M LLER REPORTI NG COVPANY, | NC.
507 C Street, N E
Washi ngton, D.C. 20002
(202) 546- 6666




at

10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

108

states or at |least the coordination of 50 states to cone out
with a solution

But the mechanismto do what you call for is
already there. It is just a matter of making sure that it
goes to work.

DR. HENDRI CK: My concern is that it is going to
take sonme care to devel op reasonabl e equi pnent
specifications where digital is concerned--not
speci fications, but performance requirenments where digital
I S concer ned.

| think that would even take this body probably a
year, given the way things proceed, to devel op those
reasonabl e equi pnent and QC specifications or requirenents
if you were to have an MXA- propagat ed equi prment
certification for stereotactic. It sounds sinple, but to
work out all the details--you have filmscreen, upright add-
ons for stereotactic. You have digital upright add-ons for
stereotactic. You have prone filmscreen and digital.

It is not trivial to wite things that cover al
those. | would much rather see this body do it than either
i ndividual states or the CRCPD try to do it from scratch
because | think that this body does capture a ot of the
expertise that is needed to do that.

Further, | don't think we live in the best of al
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possible worlds in the sense that | don't think people wll
just voluntarily conply with this. Experience has indicated
that 80 percent wll, 20 percent probably won't, and that if
you went up along this path of saying, "Let's let the
voluntary program have a chance to denonstrate that it

wor ks, " you would be three or four years out waiting to
collect the data to see if it works and that would be three
or four years of wasted tine in devel oping sort of unified
national requirenents even for the equi pnent.

So | don't think that there is anything lost in
pursui ng parallel paths of devel oping at |east the equi pnment
and QC nationally under this commttee while you let the
vol untary program play out.

DR. MONSEES: So a recommendation for parall el
paths. M. Mbley, did you have a conment on this?

MR. MOBLEY: Yes; | just echo Ed's comments and
give a quick statenment. | think, generally, that states,
particularly if it were coordinated via FDA through the
conference, that the states would give the process a chance.
But we have to recogni ze, in every case, when we are dealing
with 50 states, that there are local issues that may cause a
state to have to take action based on whatever that | ocal
i ssue is.

Whereas the states, collectively, mght say, "Yes;
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we can give this process tine," we do want to see novenent.
We do have to recognize that there may be individual states
that are caused to have to take action at sonme point in tinme
and that is just the way it is.

| believe Bob asked a question about the universe
of machines. | have been really struggling with that, the
uni verse of machi nes, the universe of procedures out there,
devi ces, whatever we want to call them | guess if they are
machi nes, they are devices. It seens to ne that we ought to
be able to capture that information fairly readily by
polling the states as to what, fromtheir facilities that
t hey i nspect, where are the referrals going to.

If we have to collect that information over tine,
then we can collect it within a year's tine frame or, if it
were needed in the near term we could poll those facilities
directly with a letter, questionnaire, or whatever. That
information just seens to nme could be available to us in the
near term near term being six nonths.

MR. Pl ZZUTI ELLO. | think you are right, M ke,
that we can probably get that information fromthe states
because of their registration programfor X-ray equi pnent.
However, | don't believe at this tinme, at |least not in ny
state, that there is any requirenent to register and add-on
unit. That is sonmething that is going to be a much nore
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difficult nut to crack.

As we have heard before, there are |ots of add-on
units sitting in corners hol ding doors open. So that is
another area that is difficult.

| think, to get back to Ed Hendrick's question
there hasn't been a lot of tal k yet about what m ght happen
i f reinmbursenent were connected strongly to an accreditation
program or conbination of progranms. Utimtely, in the
mar ket, what we have seen is that professionals need to get
paid in order to continue to do this work and, if there were
such a strong connection with HCFA, then that m ght ensure a
very rapid rise toward near 100 percent conpli ance.

If that were the case, then sone of the concerns
about the 80 percent versus 20 percent mght go away. That
i s sonet hing which, | understand, has been successfully done
in another area--1 think it is intravascul ar ultrasound--and
it mght be possible for the voluntary bodies to negotiate
sonet hi ng wi t h HCFA.

You woul d probably have a sense, in a relatively
short tinme frane, if that is even possible or not. So I
woul d wonder if that is an avenue that m ght bring us nore
rapidly to near 100 percent conpliance.

DR SMTH. | think that is possible. CDC, prior
to MBA, make it a requirenent that any rei nbursenent under
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Title 15 would only be available of the facility were
accredited by the ACR program So CDC would al so be a very
useful avenue for requiring voluntary accreditation for any
wonmen getting breast biopsies under its programas well,
provided that they nove into the area of reinbursenent for
bi opsy which is sonething, | think, they are considering.

DR. MONSEES: Do you have a comment that pertains
to this?

M5. EDGERTON: | had a response to Bob's original
guestion. You were asking state's experience that regul ate
stereotactic units and biopsy units. W have regul ated them
and i nspected themsince July 15, 1993. W require the sane
things that we do for general manmmography procedures.

We did put forth our own docunents that have to
pertain to that. It is not under regul ar radi ol ogy
equi pnent, as Roland was referring to. So, on the state
| evel, we do not have CIR, but they do have to neet i mge
quality. Now, the new stereotactic with the digital--we
didn't define a digital dose back then because it didn't
exist. So there is no dose limt on digital equipnent.

They do have to do the sane QC, QA. They do have
to have an annual physicist cone in and review the equi pnent
of which we have had sone probl ens because nany of the
physicist reports comng to us are inadequate in that sone
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of themdon't realize you can nove the needle out of the way
and actually do a lot of tests. | think you alluded to that
earlier.

It is getting better. W have actually had to
train sone physicists to do this. Then we do the annual
i nspection and we | ook at all that. W have had nmany
facilities that were confused with the federal regs saying
that because it is not covered under federal, they aren't
going to do anything with it; "I don't have to do ny QC. |

don't have to do ny nonthly phantom" and all these other

t hi ngs.

And we have said, "Yes; you do. This is state,
now. You are under state regulations.” So | have had to
wite letters. | have got a stock letter that | provide to

physicists who are out there telling their clients, "Yes;
you do have to do this."

So they just carry these copies around. Wen the
facilities say, "No; | don't have to do anything with these
units," they say, "Yes; you will be inspected and you do
have to have the annual physicist report and all that."

| don't know if you had any ot her specific
guestions with respect to that.

DR SMTH. No. But, in response, it sort of
reinforces Ed's point about the strict inportance of a
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parallel program as well as with the voluntary program
with tinme lines that are in the very near future because,
even now, MXPA, and all we have been through, hasn't made
true believers out of everybody.

We have had quite a |l ot of anecdotes this norning
of facilities who are saying, "It is just nmy good fortune
this doesn't fall under MBA and | don't have to do any of
that stuff."”

M5. EDGERTON:. Right. Since we do check the imge
quality and we do check the QC QA, they are not failing.

They are not being pulled out of service as a result of

that. | think the ones that failed on clinical-inmge
review, a lot of it was conpression related. | think you
can denonstrate, still, that the conpression paddle, we do

check it, does it hold for the required amount of tine.

But we found so many of those that fail ed appeared
to be inadequate conpression with resulting notion, |oss of
i mge sharpness, |oss of exposure, even exposure |evels and
things like that. Since CIRis not part of what we do at
the state Il evel, we are unable, necessarily, to pull these
units out of service even though I think they do finally
di sappear because they are the older units.

| don't knowif it was Bob nentioned that it is
the older units that are left in the hospitals. They nove
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the nice new ones to the outpatient facilities because of
the CIR and then they retain their old 500Ts. Luckily, al
the Sureviews are gone. Finally the attrition rate--the old
units are goi ng away.

MR. FLETCHER: | just have one question because
soneone--1 think it was Dr. Pizzutiell o--asked a question
about registration of add-on facilities. The only way we
woul d be able to track those is if there was a certificate
of installation even with the add-ons. |If there is a
certificate of installation or an installation form we can
track them because they becone part of our registration
process.

At least, that is howit would work in Maryl and.
| think that is howit works in other states.

MR, MOBLEY: It would not work that easily in
Tennessee, but | guess | look at it taking another tack, and
that is going to those 200 facilities, roughly 200
facilities, in Tennessee that do screeni ng mamogr aphy, they
make referrals somewhere. | would presune that nost of them
make referrals to one or two facilities.

| woul d propose going to those 200 facilities and
sayi ng, "Who do you do your referrals to for this type of
procedure?" or "Wio do you do your referral to, period?" and
then ook to see what it is they have registered. That is
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easi er than polling or going through 12,000--1"'ve got
roughly 5,000 facilities with 12,000 X-ray devi ces.

So | would really go to those 200 facilities.
can even nmake personal visits to the 200 facilities if |
have to before I would ever track through all these 12,000
devi ces and figure out who was what.

DR. SICKLES: Just one comment related to what we
heard earlier. | think it is going to be extrenely
difficult to get the denom nator on add-on units first of
all because they are sinply attachnents to an existing
mammogr aphy unit, and, secondly, to get an indication of
whet her they are actually being used because nany peopl e
have purchased these in the past and then, for sone reason
or another, they have gotten a table unit and they don't use
t he add-on unit anynore.

DR. MONSEES: That is an inportant point.

DR, SICKLES: That is a very difficult thing to
get a handl e on.

DR. MENDELSON: | think there are two probl ens
that we have to address and they are separate. One is, and
we keep going back to it, we really don't have ful
i nformati on about the | ocation and nunber of prone tables
that are in current use and those that are in the process of
being installed and will be installed in the next year or
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t wo.

There are two maj or manufacturers of these tables
and we really need their cooperation for better patient care
overall. W are very concerned. The MXA regul ati ons have
done a | ot for mammographic quality and for patient care.
As an extension of that, we probably need this information.
Whet her or not we get it through registries on a state-by-
state basis or whether the information and the | ocations of
these tables is sonmething that will be given to us for use
in formulating either voluntary accreditation processes or
one that is supported by legislation is sonething very
i nportant.

So I think we need that information and we nust
have it. Before we do anything else, | think that is
crucial in professional use.

The nedi cal use of these tables is changing. W
see that when we started with the voluntary accreditation
programof the ACR that we were dealing, really, with one
specialty and that was diagnostic radiology. Currently, as
ti mes change and uses change and the evol ution of nedi cal
practice is sonething that we are all involved in, we see
nore than one specialty now involved in the stereotactic
core biopsies.

What ever we cone up with as an accreditation
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program has to reflect that. That is what we have been

tal ki ng about and what the professional eligibility

requi renents are, criteria-based credentialing, a variety of
things there; education, both initial and CVE foll ow up.

Al'l of these things hinge on things in nedical
practice. So, first, we need to know where the prone tables
are, who is using them where the ones that are being
manuf act ured now are going, where they are slated to go,
what the plans are in that regard.

Second, as far as the voluntary accreditation
programis concerned, we have one. The Anerican Col | ege of
Radi ol ogy has worked on one. In |looking through it, it
shoul d be acceptable, possibly with sone nodifications, to
everyone who i s doing these procedures. There is no reason
why surgeons who are not interpreting physicians as a
category for interpreting physicians--the surgeons who spoke
yesterday disclainmed any part in manmographic
interpretation. That is not what they do.

They may be perform ng physicians in ternms of
t hese procedures, but they are not interpreting physicians.
But | ooki ng through the ACR stereotactic breast-biopsy
accreditation program it certainly is usable and mature
enough to be used as a start in getting a programlike this
goi ng.
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| think it is crucial that we do that and this, |
think, is a very good docunent.

DR. MONSEES: Any other comments on that?

M5. EDGERTON. | know Pamis probably going to
smack nme here, but there is a potential for you guys finding
out this information. Those of us who have | ooked at the
new FDA dat abase that they are requiring us to use as
accrediting bodi es have | ooked ahead to categorizing these
units.

There are certain fields in there that are not to
be used now but m ght be; that is specifically, they have
for each machine--it is unit-based. Mchines can be
categorized as stereotactic and add-on units. In talking
with them how we are going to inplenent this database, we
are hopi ng--because, otherw se, we have to keep a separate
dat abase on our biopsy units.

We are hoping that we can at |least just put this
information in one database, put in our units that are
stereotactic and add-on--they won't go through clinical -
i mge review but the data will be there. W all do annual
update fornms and there m ght be a way that, through the
accrediting bodies on an annual update form that this
i nformati on coul d be added and upl oaded to the FDA

So there is a potential there for that.
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DR. MONSEES:. You are tal king about for the add-on
units.

MS5. EDGERTON. It separates add-on and
stereotactic units. So there is a potential for a national
dat abase on that.

DR. MONSEES: Any other comments on this? Are
there any other issues that maybe we want to tal k about that
we are suggestion regulation may be needed or contenpl ated?
We have tal ked about equi pnrent. W have tal ked about
mamogr aphi ¢ equi pnent and we have, | think, pretty nuch
uni versal ly deci ded that we have an opinion that that
equi pnent should fall under MX A

Are there any other pressing things? W went
through this list of potential problens that exist for
public-health safety issues. | need to know if there are
any ot her suggestions on the table before we nove on to the
next NMQAAC questi on.

Before | turn it over to comments, |let ne just
revisit and rem nd you that infection control has been a
gquestion. M. Edgerton nmade sone comments before about sone
research that she had done.

| f anybody would |i ke to cormment about the
adequacy of infection-control prograns--it is different,
obviously, in hospital situations than it would be in an
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office situation and would we |ike to consider whether, in a
voluntary situation or in a regulatory situation, that sone
wor dage pertaining to infection control mght be included in
there and is there any other issue that we would like to
have the FDA hear us suggest that they need to | ook into?

DR. SICKLES: Only in relation to the questions
t hat were posed previously where we are going to get to item
9 which will address sone of the questions that were raised
before, just to put that on the record.

DR. MONSEES: Okay. Anything else here that is of
concern?

DR. HENDRICK: | amnot sure where we left the
i ssue of the non-physician personnel with regard to
stereotactic.

DR. MONSEES: Do you nean with regards to whet her
or not we were recommending that this be regul ated as
opposed to--I1 think what we have done is--we are not trying
to achi eve consensus. W can poll and ask other opinions,
if you would Iike, and we can revisit this now.

| think what the FDA wants to hear is our voice
about this but not necessarily that everybody agree on it.

DR. HENDRI CK: No. But | just thought it got
brought up and it never really got--

DR. MONSEES: COkay; then let's relook at that now.
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Dr. Hendrick was proposing that not only should we consi der
the regul ati on of the actual equi pnment but that there be
sone personnel issues that m ght be included in that
regulation. | would like to hear sone other opinions about
t his.

M5. HEINLEIN: | have a problemw th saying that
we wll go with regulation of personnel dealing with
i nterventional mammography up to the | evel of the
technol ogist. There is the nedical physicist that we are
willing to regulate. And then there is the technol ogi st
that we are willing to regulate. But we are not going to
touch the "p" word--the physician.

Who is ultimately responsible? | amsaying if you
are going to tal k about regulating personnel, then there are
three. There are not two; there are three. So | would
suggest that if we are going to discuss personnel, | don't
t hi nk we shoul d separate them out.

| think we should say all personnel. | think the
di scussi on before of devel oping a parallel pathway and goi ng
with a voluntary programand, at the sane tine, devel oping
regulation is a very viable way to take it. But | don't
t hi nk we should separate and say, "Well, we will just take
t hese two people, the nedical physicist and the
technol ogist, and we will develop an alternate regul atory
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pat hway for them but we won't do that for the other one.”

DR. MONSEES: Wuld you care to respond to that?
| know you woul d.

DR. HENDRICK: Yes. |Is there a reason? Wat is
t he reason about not wanting to have requirenents for
technol ogi sts, you of all people.

M5. HEINLEIN: No; | amsaying | want
requirenents. | amsaying | want requirenments for
t echnol ogi sts and nedi cal physicists and physici ans.

DR. HENDRICK: But | don't follow your logic. If
we know how to wite requirenents for technol ogi sts--the
technol ogi sts are doing the QC, isn't that inportant? The
technol ogi sts are there managi ng their part of the procedure
which has a lot to do with patient interactions; isn't that
i nportant?

MS. HEINLEIN: Correct.

DR. HENDRI CK: Do you want this to be done by
secretaries?

M5. HEINLEIN: Ed, duh. What | amsaying is |
agree with everything you are saying. But | am saying you
are only focussing on two aspects of personnel. You have
left out the third. You said up to the technol ogi st.

DR. HENDRI CK: Ri ght.

M5. HEINLEIN: | am saying why exclude the third
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person?

DR. HENDRI CK: Because we don't have consensus
about the personnel qualification requirenents for
physi ci ans.

M5. HEINLEIN: This has nothing to do with
consensus. W are giving an opinion to the FDA as to
whet her or not, if we are going to offer regul ation, should

it cover all personnel or only two-thirds of the personnel

i nvol ved.

DR HENDRICK: Right. In the world we live in.

M5. HEINLEIN. Right. And | amsaying if we can
have an inpact on that world, I amputting ny opinion on the
table to say it should cover all three personnel. Do you

agree that it should cover all three?

DR. HENDRI CK: No, because, by doing that, what
you are going to end up achieving is no personnel
qualification requirenents whatsoever which | think is worse
t han having two out of the three.

M5. HEINLEIN: | say | want all three regul ated.
| f the physician is the one that is responsible for the
targeting, if the physician is the one that is going to be
responsi ble for the tissue that is being taken out, | want
that person--if there is regulation, then it should be for
al |l peopl e invol ved.
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DR. MONSEES: Can | just clarify here sonething
that you just said. "If there is regulation.” Are you
suggesting that there be personnel regulation at all or are
you saying that it should go the voluntary way but that al
three should be treated equally--in other words, the
t echnol ogi st and the physician--that you would prefer to see
t hem under voluntary or that you are stating your opinion
now that you think that everything should be regul at ed.

Wuld you clarify that?

M5. HEINLEIN. Yes. | said |l amall for trying
the voluntary pathway and, at the same tine, starting to
wor k on devel opnent of regul ations so that you have a year
and a half or two years to see how the voluntary program-if
it is effective. Then, if not, you al ready have these other
things in place that you can nove into.

DR. MONSEES: kay. GCot you.

MR. FLETCHER. From a regul atory perspective, |
agr ee.

DR. MONSEES: |I'msorry; | amnot sure what you
are agreeing wth?

MR. FLETCHER | am agreeing that all personnel
shoul d be | ooked at equally.

DR. MONSEES:. Equally, but are you stating a
preference for voluntary versus regul atory?

M LLER REPORTI NG COVPANY, | NC.
507 C Street, N E
Washi ngton, D.C. 20002
(202) 546- 6666




at

10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

126

MR. FLETCHER | al so agree that we shoul d give
the voluntary a chance but don't just sit back and wait. At
the same tine, while the voluntary systemis being all owed
to work, we should keep in mnd that a regulatory system
needs to be ready to go into effect.

As | said before, voluntary conpliance seens to be
two opposing words but that is what | have heard used here.
You either conply voluntarily or we will regulate. | don't
have a problemw th that process but | think to treat the
personnel who are part of the systemdifferently because of
their credentials is inproper.

DR. MONSEES: You think voluntary conpliance is an
oXynor on.

MR, MOBLEY: |, too, agree. Specifically what |
agree with is | believe that we can give the voluntary
process the opportunity to see where it will go but, at the
sanme tinme, we need to develop the regulations. But | would
note that there are tines, froma regul atory perspective,
when an issue is ripe for regul ation.

From ny perspective, the information that has been
presented here tells nme that | believe that the technol ogi st
and the nedical physicist issues are fairly clear cut.
think they are ripe for regulation fairly straightforward.

The physician issues, in nmy mnd, are still
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somewhat up in the air. That doesn't nmean that you can't
nmove to deal with those and, during the interim perhaps
they will beconme ripe and be addressabl e.

But, perhaps, they won't. In devel oping
regul ations, it is always very inportant to assure yourself
that what you are regulating is effective, does what you
want it to do, does not unnecessarily constrain the practice
that you are attenpting to regul ate.

You are providing the protection for the public
but, at the sane tinme, you are allow ng the benefit of
what ever process it is that you are attenpting to regul ate.
From ny perspective, | don't think--the physician
qualifications issues are not ripe in ny mnd.

The ot her issues are fairly straightforward and |
amready to regulate themtoday. But we have got to go
t hrough t he process.

DR SICKLES: | just wanted to nake the point--
M ke started this and | just want to enphasize it--that FDA
does not really need to be told--1"msure that they know -
that it is going to be harder to wite regulations for
physi cians when it is a noving target that they are trying
to regul ate.

Those of you who have been on the commttee for
years have seen an evolution in what the different physician
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groups have been asking for. What they are asking for this
year is different than what they asked for |ast year.

What they ask for next year m ght be different
than what they are asking for this year. Until there is
sone final consensus fromthe groups, it is going to be hard
to wite regulations. So | expect that, although they wll
be witing a parallel track of regulations for physicians,
it is going to be very vague, at |east fromthe FDA point of
view, until they see nore consensus because it is going to
be very hard to achi eve one.

If, in practice, it takes thema year or two to
wite the regul ations and get them promul gated, by then we
woul d hope that the voluntary process has congeal ed to the
poi nt where there is consensus.

If it hasn't, it doesn't have any future. It is
going to be regulated. So I think you are really tal king at
Cross purposes, that you both have the sane thing in m nd.
| don't think it is as big an issue as it seens to be.

DR. MONSEES: | would like to hear a response from
Ms. Heinlein.

M5. HEINLEIN: | think that Dr. Sickles has sunmed
it up well. | think that the voluntary process could be
i npl enented right away, whatever "right away" m ght be, in
anot her six nonths or a year. But it will take a good
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couple of years to wite regulation on all of that.

| think that just to say there is no controversy
over the technol ogi st or the nedical physicist, so that
makes themripe, so we will go ahead and regul ate them but
there is controversy over the physician so we won't worry
about that. | don't think it can be that issue.

| think you are right. You can see what happens
as it evolves over the voluntary programand |I think that is
the better pathway to go.

DR. MONSEES: Did you have a comment, M. Hawkins?

M5. HAWKINS: Yes. Coming fromthe perspective of
a consuner, and, certainly, | do appreciate the exenplary
per sonnel of professionals on this board, but having been a
person who has been faced with diagnosis and treat ment of
breast cancer, the urgency of dealing with it did not allow
me the time to go out and go through a search for who was
actually qualified to work with, to help ne face ny problem

| will tell you that the MXA standards that cane
out, once we | ooked at what was proposed, as to what should
have been in place, it left many wonen with many, many
guestions about how many nothers and sisters had died that,
per haps, should not have died if there had been proper
personnel, procedures, and so forth, like that, in place.

So | just think it is very inportant. Wen we
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think in ternms of the inpact of breast cancer and the
pendi ng i npact of breast cancer upon wonen, the issues of
wonen, that we | eave no stone unturned.

So | just strongly urge regul ations across all
personnel. | think it is very inportant. One of the
reasons | will share with you. | amworking on a conmmittee
related to trying to i nprove services and pronote
i ndependence of older adults in our conmmunity.

One of the physicians who serves on this
commttee--and what we are trying to do, basically, is
educat e the physicians about how to nmanage community and
home- based care. The cardiologist on the commttee said,
"What ever you do, nmake it sinple because the doctor's don't
have tine to read a |lot of things."

So that discourages ne that they don't have tine
to read sonething about it. That is going to be very
inportant. | also think it is very inportant to nove away
fromthe issue of the average patient. | don't see nyself
as an average woman. If | did, | would | ook Iike nost
people. | certainly would have nore noney and be in a
better position.

So | just don't see the average wonan out there
floating around. | see individuals out there floating
around who need individual attention. W are not just
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dealing with a diagnosis. W are dealing with sonething
that attacks a wonan's m nd, body and spirit, total person.
It just needs much nore attention than what has been given
toit.

DR. MONSEES: Any other comments on this issue?

MR. Pl ZZUTI ELLO. It is really hard to follow such
an el oquent comment with sonething sort of nundane. But |
will say that, in ternms of attracting the attention of the
community, that is another advantage of devel opi ng parall el
regul ations while the voluntary process is going on.

Not hi ng gets the attention of anybody |ike hearing
footsteps. | think that if the nessage conmes out to the
community that there is a programgoing on and, if it fails,
then FDA w Il try to figure out if they can regulate it,
everybody knows what that translates into.

On the other hand, if they hear that there is a
voluntary option, if we can get to very near ful
conpliance, then it will end there. But, just in case that
doesn't happen, FDA is preparing regulation to go into
effect if people don't voluntarily conply, then we m ght,
maybe for the first time in history, |ose this oxynoron.

So | think that is another advantage of the
paral l el regul ation.

DR. MONSEES: Any other comments? Are there any
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other issues that we feel that we should consider for

regul ation, that are ripe for regulation? Now that we have
coi ned that phrase, we mght as well use it. It sounds
poetic--ready and ripe for regulation. Nothing el se?

Ckay. Let's go back to NMQAAC questions. W have
now covered through 6. Have we covered 7, "If a procedure
is to be regulated, what are areas within that procedure?"
We think we have. Wth the manmographi cally gui ded
procedures, we said should the MXSA certify; major change
over what exists now.

Next is no. 8; "Wich procedures are anenable to
clinical-imge review eval uati on and should clinical-imge
review attenpt to evaluate the quality of the i mge or the
interpretive skill of the physician?" Let's tie that to 9
with the nedical audit for interventional facilities.

| would Iike to hear the opinion of panel nenbers
on this, questions 8 and 9.

DR. HENDRICK: |, personally, believe clinical-

i mge review should evaluate the quality of the inmage. |
don't think you could possibly evaluate the interpretive
skill of the physician w thout a huge nunber of clinical

i mges bei ng eval uated and having access to the reports on
those images. | think it is beyond the scope of what is
possi ble at this point.
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DR. MONSEES: So you are in favor of clinical-

i mge review for equi pnent eval uation but not for physician
conpet ence?

DR HENDRICK: It is alittle nore than equi pnent
evaluation. It is evaluation of a nunmber of issues in the
context of stereotactic including positioning, targeting.

DR. MONSEES: Maybe appropriateness and things
i ke that.

DR. HENDRI CK: | don't know about appropri ateness-
-and quality of the inmages. So it goes beyond j ust
equi pnent but it certainly doesn't get to interpretive
skill.

DR. MONSEES: What about the ot her procedures that
were up on the board before that are mammographically
gui ded; not stereo biopsy but how about needl e | ocalization
and other things? Do we need clinical-inmge review for
t hose?

DR. HENDRICK: Sure. Well, | think so in sone
contexts. My understanding is that if a piece of equipnent
i s included, whether it in manmographic or stereotactic
| ocalization, you have to have a clinical-imge review |Is
that not correct--on that piece of equipnent?

DR. MONSEES: The question would be is it the
mamogr aphic image or is it the needle-loc imge? Let's
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talk specifically about breast needle |ocalization. Let's
focus on that.

DR. HENDRICK: If it is only used for needle | ocs,
which is the way these--if it is used for mammography, it
goes through the mammography evaluation. |If it used only
for needle locs, then it needs to be evaluated in that
cont ext .

DR. MONSEES: Let's hear sone comments on that.

DR. DEMPSEY: First of all, if you say that there
is a uniform across-the-board, standard that has to be net
that this has to be a mamographi ¢ nmachi ne that has passed
MXA, ny hunch is you won't have anybody saying, "Ch; we are
just using this for locs," anynore. That was just a
convenient way to opt out of getting it inspected.

In terns of these other things, | think that
guestion 9 with the audit, a really well-done audit--and |
must say that Dr. Sickles, along with people |like M ke
Li nver, had done an enornous anount of work show ng how
audits shoul d be done and how nmuch i nformation you can get
fromthese

One of the nost inportant things that needs to be
reviewed, for instance, with stereotactic biopsy is patient
selection. Auditing things--and Dr. Sickles has done a | ot
of work on | ooking at people's statistics to try to get a
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handl e on whether or not patient selection was appropriate
or not.

Now, the one thing we don't want to do in this
country is increase the total nunber of biopsies being done,
be they open or stereotactic, and drive up the cost of the
system | think that the clinical imges can show you did
sonebody target the thing correctly, did the needl e go where
it was supposed to go, and all of that.

But the audit, to ne, is one of the nost val uable
pi eces of information to know whet her what you have done, so
far, is nedically correct and whether, in particular, your
patient selection is correct.

| would also add an editorial conment. We were
tal king about being ripe. |If future neetings are held at
the sane tenperature |evel, nost everybody in this roomis
ripe after two days.

DR. MONSEES: COkay; we are ready to roll. Next
coment, Dr. Bassett?

DR. BASSETT: | would just say that what you are
tal king about is the positive predictive value for biopsies
and that is already being encouraged to be kept by the
facilities. | would not separate out stereotactic or
anything else from-for exanple, "Here is the stereotactic;
here is the localization," because that is largely due to
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preferences of the referring physician.

Sonme of themw || send patients who are likely to
have cancer for open biopsy whereas they will restrict the
ones they send for stereotactic to the nore |likely benign
cases. W have no control over that so | would say, first
of all, that we have to be careful when we use nedical audit
because it is going to depend a lot on the practice and
different conditions and so on.

There are sone nedical/l egal areas that we have
al ready tal ked about on this commttee that are problens, so
it should be | ooked at by the I egal counsel in ternms of is
that going to be accessible to others.

Finally, I would just enphasize, and | think Ed
wll also, that we shouldn't try to separate out the
positive predictive value for the different technol ogies.

DR. MONSEES: Let's hear follow up by Dr. Sickles.

DR, SICKLES: | amgoing to address both
guestions, 8 and 9. As far as clinical-imge review, |
don't think that we will need, because | don't perceive
there is a need, for clinical-imge review of targeting for
conventional localization. | don't think it is a problem
clinically and, as Pete suggested, | don't think it wll be
a problemin terns of units used only for |ocalization
because, once they conme under MXA regul ation, they are not
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just going to be used for localization.

As far as the audit is concerned, there are many,
many conpl ex issues that deal with auditing. | have here a
sheet of all the things that | would like to see in the
conplete audit, but I don't know that it will be practical
to inplenent that just as the FDA has not inplenented what |
woul d consider a nore conplete audit in current MXBSA
regul ati ons because of |egal and disclosure limtations.

Those sane things will apply to stereotactic
procedures. But, in ternms of what will give one the nost
meani ngf ul out cones, nunber one, in terns of patient
sel ection which, as Larry and Pete have said, you need to
get the positive predictive value of all biopsies, conbined-
-fine-needl e aspirations, core biopsies and surgeon biopsies
conbi ned for a given patient.

It doesn't nean you count it twice if she has had
a core biopsy and then a surgeon biopsy. It counts once.
But what we don't want to see happen is the increase in the
nunber of biopsies without an increase in the yield of the
nunber of cancers.

This relates to patient selection. Unfortunately,
in the early devel opnent of stereotactic biopsy, many
clinicians, many practitioners, radiologists, surgeons,
what ever, were overusing the procedure. | think there has
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been a learning curve and | think many of these
practitioners who were biopsying things that really didn't
have to be biopsied have |l earned not to do it anynore.

But this is an inportant thing to nonitor and,
probably, one of the nost inportant things to | ook at
because | perceive this as an area of potential public-
heal t h probl em

The issue of the accuracy of the procedure, what
is the fal se-negative rate, how many | esions are not being
det ected because of sanpling error, is a |ess serious
problemin my opinion because | think the literature al ways,
up to this point, has indicated that it is pretty accurate.

So | amnore interested in that one.

DR. SMTH.  You still need the overall biopsy
rate. PPV is not enough because it can vary with the biopsy
rate in both directions. |If the biopsy rate is changing,
then you can look into the different patterns of biopsy for
sone illumnation as to what is going on.

You m ght see that your surgical biopsy rate is
still 1ooking about the sane or pretty good, but your big
inflation is comng in your cores.

DR. HOUN. | was just going to ask Dr. Sickles if,
under a voluntary program the role of the nedical audit may
be different froma regulatory programand would it be used
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for evaluation and maybe shared. |If we were overseeing the
vol untary program for evaluation of potential regulatory
direction, at sone point, could this information from a

vol untary program be shared with us confidentially, group
data to just show that quality is being achieved and
performance i s being enhanced? |s that sonething that could
wor k?

DR. SICKLES: | amnot a |lawer and | don't know
very nmuch about the law. M concern would be that the
vol untary prograns, thenselves, m ght be subject to the sane
ki nd of disclosure problens that the FDA surely is subject
to.

| f the voluntary prograns coul d, sonehow, be
exenpt fromthat in all states, and state lawis different
in each state--in a voluntary program | don't think federa
| aw woul d apply. Then the answer is yes, but | amnot at
all sure that that is true.

DR. HOUN: The voluntary programright now does
col l ect sone outcone data on applications, | think, and
nunbers of cases.

DR. SICKLES: Conplications is not a contentious
area because the rate is extrenely low. The contentious
areas are the data that | have given you. | think you are
going to have to listen to the voluntary prograns to find
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out whether they think they can collect this data and keep
them confidential. | just don't know the answer to that.

DR. MONSEES: Dr. Smth just pointed out that,
perhaps, if the FDA possessed the data that it would be,
per haps, public information in sone way.

DR. SICKLES: But the FDA would get collective
data. They woul dn't get individual data.

DR. MONSEES: Is it discoverable? | don't know

DR. SICKLES: | don't think collective data would
be a problemin terns of disclosure.

DR. MONSEES: But maybe the FDA doesn't need the
data. If the voluntary programis evaluated in the data and
can docunent inprovenent, or whatever, maybe the FDA doesn't
need to have the actual data.

DR. SICKLES: | don't think the FDA needs and
probably woul d want the individual data. | think they woul d
be much nore interested in the collective data to show t hat
t he voluntary program achi eved an inprovenent in quality of
care.

DR. MONSEES: Do they need collective data or do
they just need an answer as to whether there is quality
i nprovenent or not?

DR. SICKLES: You can ask the FDA

DR HOUN. | can't say right now | think that
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certainly the bottomline would be sonme agreenent on what
t he performance indicators woul d be and whet her they were
actual nunmbers versus description of inprovenents. That
woul d be sonething we would need to discuss with themin
terms of overseei ng when evaluating their success or
failure.

DR. MONSEES: Dr. Smth, do you have a comment on
t hat ?

DR. SMTH. Yes. | think that the problemis that
i ndi vidual data may be di scoverable one way or another. The
issue for the FDA is that they can | ook at any kind of data
that they think are rel evant, but once they possess it, once
it is handed to themin an FDA building, then it becones
subject to the Freedom of Information Act.

Agenci es have dealt with this issue in the past by
sinply saying, "We are going to look at it at your place and
we are not going to take it hone."

DR. MONSEES: (oviously, any way to proceed on
this woul d have to be done with extrene caution because this
is a mjor problemthat could really, | think, dissuade
peopl e fromconplying and giving accurate data. This is
inportant. |If you are going to collect data, you want it to
be accurate and you want people to be forthcomng with the
correct information.
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Any other comments on that about audit? How about
clinical-imge review? W talked about using it to evaluate
the equi pment in the practice but not, necessarily, to
establ i sh professional conpetence.

Does anybody disagree with that that maybe it is
not possible to do that at this point in tinme, or it is not
appropri ate.

DR. FINDER | had a question to clarify that.

One was to evaluate the image quality. Then | heard it
wasn't to evaluate the interpretive skill but then there was
targeting thrown in, that that was to be eval uat ed.

DR. MONSEES: That is part of the voluntary
accreditation programfor stereotactics, that you provide
t he i mages showi ng how you have targeted for either a nass
or a mass and mcrocalcifications. It tells you sonething
about the facility's ability to denonstrate on their best
images and | think that is valuable information.

That was your point; is that correct?

DR. FINDER Ckay; so it was targeting included.

DR, SICKLES: | think the distinction should be
drawn between targeting for stereotactic procedures, which
is inmportant and which is quite different than the targeting
for conventional |ocalizations which is not a clinical
probl em and which, | don't think, requires clinical-imge
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revi ew.

DR. DEMPSEY: Just for clarification, ny feeling
is, and I want to nmake sure we are all on the sanme page
here, things |ike preopeative needle |ocalization and
gal act ography, to ny way of thinking, don't need to be
regul ated at all. First of all, the nunber of
gal actographies in this country is estimated at 4,000 or
| ess.

That is a whole ot of effort to regul ate
sonething that is not a big problemin preoperative needl e
| ocalization. | just think we need to spend our tine
regul ating things that are contentious, if you wll.

DR. MONSEES:. The equi pnment needed to be
regul ated. The only other problemthat we identified when
we went through the grid was there was a question about
excision of certain things. |, personally, would like to
suggest that, perhaps, that be
addressed as part of the voluntary accreditation program
because many of these cases are tied together, just like Dr.
Si ckl es just said.

Bi opsies are tied together so that, in describing
a best-practice situation or what is suggested, that,
per haps, that be incl uded.

DR. DEMPSEY: | agree with that. But | amjust
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saying that if you got through the regulations that al
mamrogr aphi ¢ equi pnent has to neet standards, that takes
care of basically the other problens.

DR. MONSEES: Okay. |Is there anybody else with
comments regarding 8 and 9?

M5. EDGERTON: | would just remnd the conmmittee
that if you are | ooking at not having clinical-imge review
for needle locs that you all seened to be aghast when | said
that that was the only thing that caused these other units
to fail. They nmet their inage quality when we did phantons
on them

They net annual inspections. They net the
criteria for their annual physicists reports. The only
thing that caused themto be kicked out of the MXBSA was they
couldn't pass clinical-image review. You all seemto say,
"Well, gosh; that is creating a second class of machi nes and
we don't want to do that."

DR. MONSEES: W agree. \What we are saying is
that any equi pment that is used to take the mamogram - not
stereo; | amtal king about conventional mammogram -woul d
need to pass clinical-inmge review.

M5. EDGERTON: | thought you said for needle |ocs,
you did not want to see--

DR. MONSEES: W would not want to be | ooking at
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t he needl e-1oc i mages but that the i mages that would go and
be presented woul d be conventional clinical imges.

M5. EDGERTON: Thank you.

DR. MONSEES: W don't want to have to grade
targeting and needl e placenent. But we do think it is
appropriate to look at the clinical inmages, and they should
produce good clinical inmages.

Does anybody disagree with what | just said? Any
ot her comrents on 8 or 9?

No. 10; "Do voluntary accreditation prograns
currently exist?" W know they do. "Can they be created in
a reasonabl e anount of tine?" This is where we need to
spend sone tine discussing a tine |ine here and how can that
serve for suggested regulation. |If we are going to do the
parallel course, let's talk about tinme periods.

The floor is open for this discussion item

DR. MOORE- FARRELL: | have a question for the
col | aborative program between the ACR and the Col | ege of
Surgeons. Wen is there a place that both radiol ogi sts and
surgeons apply? |Is that up and running? Can you apply for
that now? What is the tinme frame?

DR. MONSEES: Wuld you |ike to comment on that
for the record, speaking for the ACR?

M5. W LCOX- BUCHALLA: As a result of the agreenent
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t hat was reached between the Col | ege of Surgeons and the ACR
and agreed to in June by the boards of both organizations,
we have incorporated that criteria in the program and
surgeons or other non-radiologists are eligible to apply
now, whether it is collaborative or independent.

MR. MOBLEY: We have heard different nunmbers about
different things so they nmay have gotten clouded in ny m nd,
but as |I remenber, | was thinking that yesterday soneone
told us that there had been 300 applications to this program
currently and 100 had been approved.

M5. W LCOX- BUCHALLA: That's right.

MR. MOBLEY: We think that there is a universe of
several thousand facilities out there. Wat | amtrying to
do is establish a baseline as to where we are today in terns
of if we want this question of where do we want to be a year
fromnow or in ternms of the FDA naking a decision to go
forward with the regulations or not go forward.

So | have ny baseli ne.

M5. W LCOX- BUCHALLA: You have your baseline. |
think there are two issues relative to this program not
nmoving as rapidly as sonme other prograns have in the past.
Most of the accreditation prograns at the ACR are under
voluntary accreditation. W see that within the first year
or so, we have about 400 facilities participating so this
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one is a year and a half old and we only have 300.

| think that is related to people sitting back and
waiting to see what is going to happen with FDA because,
until this neeting and until very recently, the thought was
that it would conme under MBA. People wanted to wait and
see what the FDA was going to say they had to do before they
junped in and did sonething.

The ot her issue was this issue of agreenent

bet ween the ACR and the Coll ege of Surgeons about non-

radi ol ogi sts being able to participate. | can tell you that
at least a couple of tines a week, | get a call froma
facility, generally a radiol ogist, who says, "I have

surgeons in ny facility who al so use this equi pnent and
unl ess we can both apply, we are not going to apply at all."
So now, fromny perspective, that issue is
resolved. Although we know that there are sone things that
we need to go back to the table on, I think we will continue
to proceed.
In terns of being able to handl e the vol une, |
thi nk that the ACR has al ways been ready to respond to the
i ssues that have been presented to it. W wll recruit
additional reviewers and staff as necessary. | think that
is probably going to be on the table as soon as this neeting
is over.
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DR. MONSEES: How can the ACR publicize this

beside the ACR Bulletin which is not distributed to
surgeons. How would you intend to publicize? WMaybe you can
t hi nk about ways to do that so that people can cooperate or
who would Iike to cooperate will know about it.

M5. W LCOX- BUCHALLA: We will find ways to do
that, Dr. Monsees.

MR. FLETCHER | am not sure who can answer this,
but with the voluntary prograns that exist now, what is the
experience as far as 100 percent participation, over what
time period that m ght be achieved, if you could pick an
exanpl e.

M5. W LCOX- BUCHALLA: Do you nean in other
nodalities? 1|s that what you are referring to, M.

Fl et cher ?

MR, FLETCHER  Yes.

MS. W LCOX- BUCHALLA: | don't think we have a good
sense of that. I n mamography, which is the ol dest program
we had about 76 percent application rate before MBA |
think that is sort of where that nunber got tossed around a
little bit yesterday.

Qur ultrasound accreditation programis also
relatively new and has not been publicized, really, at all.
Qur MRl programis brand new. It is six nonths out of the
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box and so that is also--there is no other neasure to | ook
at, but the issue that M. Pizzutiell o brought up about
linking it to reinbursenent is part of the ACR s strategic
pl an.

W intend to go to third-party payers incl uding
HCFA and others, to have all accreditation linked to
rei mbursenent. That is where you get voluntary conpli ance,
M. Mobley, is when you talk to sonebody about their
pocket book.

DR. MONSEES: Thank you.

DR, SICKLES: | think we can save a lot of tinme on
this issue by--it is ny sense that nost people, if not al
peopl e, on the panel are confortable with this parallel-
track approach. | suspect that there will be a substanti al
anount of tine to take the FDA to be ready with their part
of the parallel track. | would propose that they sinply
| ook to the voluntary prograns at the point where they are
ready and see whether the voluntary prograns are ready at
that tine.

They coul d probably give the voluntary prograns
sone indication of how long they think it m ght take them
but that is a necessary part of the parallel track, is the
FDA part. Since we expect it to take a year and a half or
two years or three years or whatever it mght be, then the
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voluntary prograns will have the fire lit under them

The peopl e who want to make the voluntary approach
succeed will have their inpetus to work hard at it. The
peopl e who woul d be conplying with the voluntary prograns
woul d know what the tine lineis. | think it is a fairly
sinple solution rather than a conpl ex one.

DR SMTH | don't know what that tine table
woul d be. Under the standard regul atory program or, of
course, the FDA could announce that it has a new express
regul atory program But what you really want to avoid is
what m ght be called the "April 15th syndrome,” which we
al so had under MXSA, where suddenly there was this mass of
fl ood of applications at the |ast mnute, good-faith
gestures, to either avoid a regulatory programor having to
shut your door and not offer manmography because you were
not accredited.

So | think it would be really incunbent upon the
Col | ege of Radi ol ogy and the Col |l ege of Surgeons and,
per haps, working with the various consunmer groups, to really
bl anket the country, the surgeons and the radiologists, with
direct mail, wth copies of the CA article, with notices on
the accreditation program and telling themthat this thing
IS com ng.

O fer incentives; "Apply early. Get a break on
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your review. " \atever it mght take to have this process
ratchet up rapidly. Get a personally autographed audit
manuscript from Ed Sickl es.

M5. HEINLEIN: A question. W have discussed the
voluntary programthat currently exists through the ACR as
an accrediting body. Can any accrediting body conme up with
their owm voluntary programand, if that is the case--I
mean, there are other accrediting bodies |like the State of
lowa and, | think, California and a couple of other states.

Can they, then, cone up with their own voluntary
pr ogr anf

DR. MONSEES: | think we are tal king about
voluntary prograns and, therefore, it is outside of MYA.

M5. HEINLEIN: So they could do that if they
want ed to?

DR. HENDRICK: | do have a concern about what was
nmenti oned yesterday of the Coll ege of Surgeons con ng up
with what they called their own accreditation programbut it
really involves just physician credentialing. At sone
point, that issue is going to have to be dealt with that the
use of the term"accreditation prograns” may be applied to
conpletely different animals in terns of the scope of what
they are accrediting.

If that is the accreditation program subscribed to
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by the maj or nunber of surgeons in this country, | think you
have a problem of ever insuring conpliance with a voluntary
program because all it is doing is |ooking at one of a |arge
nunber of evaluation criteria.

DR. SICKLES: There is, of course, the possibility
t hat additional organizations beyond the ACR and the ACS
will want to be involved in this voluntary approach. W
heard a letter froma physician whose nane was tied to
anot her organi zation. | have forgotten the nanme of it, but
it is a different organization that had different proposals
that were what | would think are too |enient.

DR. MONSEES:. This was the breast surgeon
pr oposal ?

DR SICKLES: Yes. | forgot what the nane of the
or gani zati on was.

DR. FINDER It is the Anerican Society of Breast
Sur geons.

DR. SICKLES: But they had a different proposal.
What | woul d suggest is that any organi zation which attenpts
to put forth a voluntary program should be extrenely
simlar, preferably identical, to the joint programthat the
ACR and the Anerican Col |l ege of Surgeons put together
because what woul d be unacceptable would be different |evels
of satisfaction of credentialing, equipnment, whatever.
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We need to have this uniformaround the country.
So al though there may be ot her organi zations interested,
think a clear nessage should be given that all voluntary
prograns will have to be essentially identical or it is not
going to work.

DR. MONSEES: Responding to Dr. Hendrick's
guestion about the ACS voluntary accreditation program it
was ny understandi ng--and, unfortunately Dr. Wnchester is
not here right now -but maybe Dr. Bassett can hel p us make
sure that we are tal king about the sanme thing, and that was
the ACS and the ACR were going to go back to the draw ng
board and see if they could conme up with a conjoint program

Am | incorrect or correct in that?

DR. BASSETT: | would interpret that a little
differently. They are going to go back to the draw ng
board, try to take into account sone of the issues and
concerns that were raised here and go back to their parallel
equi val ent prograns. The Anerican Col |l ege of Surgeons is,
think, set on the path of having their own accreditation
program and are not going to be dissuaded fromthat, from
what | under st and.

However, the colleges intend to have equi val ent
requirenents in ternms of what we conme up with and what we
consi der appropriate nunbers of this and that and the
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details.

DR. MONSEES: So we | ook forward to seeing what is
drawn up, then, | suppose, between the two.

DR. SICKLES: What | heard fromDr. Wnchester was
that it was the intent of his college, the Anerican Coll ege
of Surgeons, to develop a full accreditation programwth
all of the aspects that are identical to the ACR s program
and that they were going to be |looking to the ACR to help
themin planning and inplenenting the aspects of that
accreditation that they have no experience with; for
exanpl e, inmage review, et cetera.

M5. HEINLEIN: Going back, again, to different
accreditation prograns, since that does not fall under the
auspi ces of the FDA, can the FDA say to these different
accrediting bodies that you need to have simlar standards?

DR. HENDRICK: It is voluntary.

MS. HEINLEIN. If it is voluntary. You just said
it doesn't fall under the auspices of the FDA

DR. BASSETT: It is clear that if the FDA is not
satisfied with what they conme up wth, then the process wll
be over if they are going to develop their own. They are
very worried about it. They are not stupid. |If this
process is sonmething that is not going to be satisfactory to
groups like this and to consuners, and so on, then the
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process isn't going to work. That is why they are trying
very hard to get this noving, get sone experience, get sone
devel opnent .

Even if it doesn't work, it will be nuch better
for the FDA to cone in at a time when there is sonething
that they can see what works, what doesn't work, and so on,
than to try, at this point, to set up regulations on issues
and probl ens--we don't even know what kinds of problens are
going to arise when these processes go into effect.

DR. HOUN: Just because it is voluntary doesn't
mean that we cannot give themvery good advi ce.

DR SMTH. | think that FDA really does need to
send all the groups very strong signals that part of the
regul atory process is standards for accrediting bodies and
that it would be a shanme to really place your bets on one
nodel that wouldn't be sufficient in the end.

The other thing; it is disappointing to nme to get
a sense that the two organi zations could not cone together
and devel op a joint program because that really would
provi de the opportunity to work out sone of the nore
contentious turf issues and professional issues that we
heard yest erday.

David is not here, but | hope that they, perhaps,
over tinme, would still be open to that and, perhaps, the
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process of working together m ght nake that nore | ogical.
It certainly could even out the workl oad.

MR. MOBLEY: Having heard the discussion yesterday
and today and being a regulator, | guess | would like to put
sone goals out there. The question is what can be done.
There is a voluntary process that currently exists and
exists in the a group that has had sone experience in doing
t his.

It is pretty broad in terns that it allows
entities, sites, to apply irrespective of whether it is
radi ol ogi st, surgeon or whatever. Thus, | would put out a
hurdl e there for people to | ook at and that would be 75
percent of the facilities in a year and 98 percent plus in
two years. |If you haven't met those goals in a year, then
FDA shoul d continue forthwith

I f you haven't net it in two years, they should be
publ i shing the standard in that final year, at the end of
that final year. That, | think, provides incentive. | know
there are nonetary incentives, but this is faster than
monetary. There it is.

DR. HENDRI CK: Are you tal king about applied or
accredited with those target figures?

MR. MOBLEY: Accredited. | had this covered by
the m ke stand. Accredited.
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DR. HENDRI CK:  Then | think you shoul d just
proceed with the FDA programimediately. It is inpossible.

MR. MOBLEY: G ve ne a proposal.

DR. MONSEES: What is doable? Dr. Hendrick, can
you coment? Maybe we will ask ACR for a comment, what they
t hi nk is achievabl e.

DR. HENDRI CK: First of all, you have to accept
that the failure rate is probably going to be between 25 and
50 percent. So to require 75 percent to be accredited
wi thin one year nmeans everybody in the universe of
stereotactic sites would have to apply and, mracul ously, 75
percent of themwould have to pass within that year

| think that is unachievable. | think if you had,
say, 60 percent application and 40 percent are really
accredited wthin the first year, you would be doing
amazingly well.

DR. MONSEES: So amazingly well that you woul dn't
put that as a goal? Wat would you put as a goal ?

DR. HENDRICK: | amsaying that if you want to
set, | think, a pretty difficult thing to achieve, it would
be nore on those order of nunbers rather than 75 percent
accredited in the first year.

MR. MOBLEY: The issue here is that, in terns of
doing this, in the past, your experience has been with
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vol untary progranms that were voluntary. | don't know how to
tal k about this. They were totally voluntary. Now, we are
tal ki ng about one that is voluntary to the extent that you

have got to get it done.

So you have got a driver that is nore than, "It is
that | want to do this, so |l wll doit.” It is a driver
that, "If | don't do this, | amgoing to have it done for ne
or to ne." M nunbers are just, "Here is a nunber.” | can

accept nunbers that woul d be nore reasonabl e based on
experience, but | want those nunbers to be sonething that
is--this is just not the straightforward vol untary thing,
but this is a voluntary thing with an inpetus to it to get
t he job done.

So | amgoing to push your nunbers. | amgoing to
suggest 70/ 50.

DR. MONSEES: The other inportant point is we only
have one programthat exists currently. |f the surgeons are
going to forward their own accreditation program that is
going to give a certain lag tinme here because they haven't
devel oped the problemyet. So either surgeons will have to
apply to the ACR for accreditation or it won't happen.

MR. MOBLEY: May | comment on that?

DR MONSEES:. Yes.

MR. MOBLEY: | respect their desire to develop a
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separate programand | recognize, if they want to do that,
then certainly they should be given the opportunity. But,
in the near term in addressing this particular issue, there
has been di scussion about it. There has been coordination
and col | aboration between the groups. W have a process in
pl ace that can address this and it is open to surgeons and
radi ol ogi sts, both.

| think that we can push this and they can either,
then, decide to pursue it on their own. Surgeons can pursue
it on their own, through their own process and they have the
time to do that, but, during the interim they can pursue
accreditation through the ACR

DR. HENDRI CK: Question 11 is do adequate
voluntary progranms currently exist.

DR. MONSEES: | don't see question 11

DR. HENDRI CK:  10; |'m sorry.

DR. MONSEES: Hel p.

DR. HENDRI CK: | would say the ACR programis an
adequate programthat exists. The ACS program doesn't exi st
yet.

DR. MONSEES: It is pie in the sky.

DR. HENDRI CK: Exactly. So, in addressing this
guestion, we can only talk about conpliance with the ACR
program because we don't know what the ACS progrant-
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DR. MONSEES: Right. W would need comm t nent

fromthe surgeon community to apply to this program then,
since it seens that the tinme franme would be inordinately
long if they were to develop their own program

Now, | et ne ask another inportant endpoint
question. |If you decided to regulate, when would the 100
percent conpliance date be? Mybe would should | ook at
that. |If FDA decided to do this, you would have to conme up
with rules and regs and bl ah, blah, blah. Wat would be the
date, the soonest expected date or the expected date that we
coul d assure 100 percent conpliance?

DR. HOUN: | think that those kinds of decisions
really need data. |If we set an arbitrary date of tonorrow,
we w |l have massive nonconpliance. People wll be
outl aned. We need to work with the accreditation fol ks on
t he nmutual date.

DR. MONSEES: Right. [I'msorry; maybe | didn't
phrase this properly. |If you wanted to devel op an FDA
regul at ed program and you deci ded, say, tonmorrow, in the
office, that you were going to aimtowards that, you would
have to develop the regs. You would have to go through the
whol e process that you did for MYSA

What woul d you expect, in terns of the actual day
of enforcenent, because what we need to conpare is how | ong
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it will take the voluntary prograns to achieve that as
opposed to what it would take the FDA if they were doing
this and going to enforce this program

DR. HOUN. | think that the regul atory process
requi res sonme steps. One is that we woul d ask our advisory
commttee, you folks, to review proposed regs on this issue.
| can imagine this would be nore than one advisory conmttee
meeting. And | can imagine, too, that as the accreditation
prograns evol ve--you know, the ACR program just added ot her
physi ci ans, the surgical programjust getting started--that
standards for accreditation bodies are going to evol ve
rapidly over this next year as these two becone nodel s.

So | think that just discussion of regs for
accreditation bodies and for facilities, including
equi pnent, QC, QA, all the new technol ogies for, as Dr.
Hendri ck was tal king about we woul d have to adjust, would be
at | east a year process or nore.

After that, we are required to give the public
noti ce and comment opportunity. So we have to publish these
as a proposal. That process of publishing as a proposal
typically will take fromsix nonths to nine nonths for a
draft to go through the clearance process fromHHS to be
publ i shed as a proposal.

It is published as a proposal and, typically, we
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give the public 90 days to comment. | amsure we are goi ng
to get back hundreds, if not thousands, of letters. W wll
anal yze those comments. W got back 2,000 letters, 800
comments. It took us fromJuly 1 of last year to roughly
the end of February to analyze all those letters and
coments and start witing draft responses because each
coment we nust respond to, why the governnment is going to
t ake the advice or not.

So, fromnotice and comment publication, at |east
a year or so to analyze coments, produce another draft--and
| amsure you will want to review that. So this process is
| ong.

DR. MONSEES: So we are talking three to four
years.

DR. HOUN. Yes. And | also think that when you
want to give voluntary conpliance a chance, you need to
really be realistic. Insurance is going to be a nmjor
driver, but to get insurance conpanies on board, you are
going to have to | obby the different--HVOs, HCFA, sone of
the private payers. That is going to take tine.

| also think there is the other strategy of
mar keting alliances, getting agreenents with ACS on your 1-
800 hotline, only advertise us, going to NCI, getting that
on the 1-800 cancer line, doing all kinds of nedia blitzes.
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It will take a year or nore for the public to get educated
on accreditation prograns which one has not cone into being
and the other one is rapidly evol ving.

DR. MONSEES: The reason | am asking this, for
obvi ous reasons, is that if we have to | ook at how
successful a voluntary programw || be conpared to if it
were regul ated, we need to be generous about the tine period
that we need to give to voluntary prograns to get started
and to get going here.

If we are talking three to four years, if it were
regul ated by FDA, then it may be unreasonable to say that in
a year we want 60 percent conpliance, because we woul d be
better off with a voluntary programw th 50 percent in a
year than we would waiting four years for 100 percent.

Comrent s?

DR. SICKLES: The tine line with which an FDA
program woul d actually be enforced is quite long, for al
the reasons that you have heard. The tinme |ine has steps
i nvol ved. They are well defined steps and the voluntary
prograns already know -they certainly know because these
peopl e are educated people. They know what those steps are
and they know that if they are way behind in achieving
conpliance that the FDA programis going to proceed apace
where, if they are way ahead, the FDA program may not.
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| don't see this as a big problem | see this as
sonet hi ng where there i s cooperation between the ACR, the
ACS and any ot her organi zations, and the FDA, because |
know, fromthe point of view of the professional
organi zations, that they want voluntary conpliance to
succeed.

They don't want to be regulated. They would |ike
to regul ate thenselves. They will have to work as hard as
it takes and get their nmenbers to conply as hard as it takes
to avoid the threat of a mandatory regulation. They wl|
know what the end is because they will be talking with the
FDA as it goes.

| don't know that it is really a big deal to
figure out tinme lines once the FDA cones out with an
announcenent that there is going to be a parallel process
and it is going to happen.

DR. HOUN. | think we have already nade that
announcenent in our joint article with Dr. Finder in the
Anmerican Coll ege of Surgeons Bulletin. W said that while
we are undergoing this regulatory process, which includes
all these neetings, we are encouraging the professional
societies to develop their practice guidelines in that we

can learn fromthat.
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So it is easy for us to just adopt many of the
things that are going to be tested out in the voluntary
scene.

DR SICKLES: What | would like to see fromthe
FDA is nore than that. | would like to see a definitive
statenent that there is a parallel track system underway now
and that it is going to take time for your aspect of the
parall el -track systemto kick in and that, therefore, there
is a defined time in which voluntary regul ati on can succeed,
that the organi zati ons know what this tinme line is and the
clock is already running. | don't think that nessage is out
wel | enough, certainly not to the radiologic comunity and |
doubt it as to the surgeon comunity.

| think that has to be definitively stated, very
clearly.

DR. MONSEES:. It is, according to the agenda,
close to lunch hour so | will hear these two and then we are
going to adjourn for lunch and then reconvene.

DR SMTH | just wanted to echo Ed's point that
you could put notices up through Stuart N ghtingale' s office
and on the web page. There are lots of different routes.

But the other thing is that once this process--1 nean, a
four-year process is one thing. But once you finish the
regs and you put themout for public comment, you can't
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continually do this under the banner of "W still mght not
do this in the end."

There is a point at which your foot is in the
river. So the voluntary prograns really are going to have
to send a signal that we have really got to be noving quite,

quite fast because otherw se we will reach the point of no

return, | would think.
MR. Pl ZZUTI ELLO. | al so agree that the nunbers
need to nove sort of slowy. | think it is really alnost a

four-year process to be sure, after the regs get published,
they usually don't take effect immediately. So if you think
internms of four years, sinple nunbers |ike, maybe 50
percent in tw years and, | think, if you tal k about
facilities that are actively in the process.

| would prefer not to differentiate between those
who pass and those who haven't passed, and give two
percentages. It is too conplex. |If facilities are actively
in the process, they have paid their noney, they are trying-
-even if they have failed, they have paid nore noney. They
are sort of conmtted to making it work.

| think that, for this level, that would be a
sinpler way to approach it.

DR. MONSEES: Concordant wth that would be the
hot-line informati on of approved prograns which would give

M LLER REPORTI NG COVPANY, | NC.
507 C Street, N E
Washi ngton, D.C. 20002
(202) 546- 6666




at

10

11

12

13

14

15

16

17

167
further incentive to people to nove al ong.
Unl ess there are any other pressing coments, |
would Ii ke to adjourn for lunch. It is possible, if there

are no other issues that conme up, that we actually could be
ahead of schedul e because we are not going to be exam ning

needl e |l oc, fine-needle aspiration, cyst aspiration,

gal act ography, as on the previously published agenda. The

way it has been evaluated now, | think we are pretty close

to closure on that.

So it is possible that the states as certifiers
update may be early. If you are waiting around for that
particul ar thing, please be advised to conme back after |unch
because it could be heard earlier than on this agenda.

Wth that, we wll reconvene at 1:30 for this
afternoon's session. Thank you.

[ Wher eupon, at 12:25 p.m, the proceedi hgs were

recessed, to be reconvened at 1:30 p.m]
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AETERNOON SESSI] ON

[1:35 p. m]

DR. MONSEES: W have sonething that is going to
be read into the record by Dr. Finder to start with. | wll
let himtell you what that is.

DR. FINDER W got a request from several people
in the audience for the nedical audit as pronul gated by Dr.
Ed Sickles to be read into the record. So what | would Iike
to do is just read this.

It begins by, "Calculate for the entire practice."”
And then, in parenthesis, "And for individual radiologists
if there are a sufficient nunber of cases. One;
conplication rate, especially if treatnent is required.

Two; repeat biopsy rate,” and under that, there is,
"Technical failure or equipnent mal function, inproper
targeting, inadequate tissue sanpling, discordance with
i mge findings, ADH, radial scar, et cetera.

"Nunber three; follow up conpliance rate. Four;
appropri ateness of case selection.” Under that is, "PPV of
per cut aneous and surgical biopsy. Five; effectiveness of
reduci ng beni gn biopsy, PPV of surgeon biopsy. Six;
accuracy." Under that was, "Sensitivity and Specificity."

Dd you want to add anything Ed?

DR SI CKLES: No.
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DR. MONSEES: This is pertaining only to biopsies.
Your follow up conpliance rate; what does that nean? Foll ow
up nmeani ng com ng back for their next manmogram or follow up
to have surgical biopsy?

DR. SICKLES: What | neant there; followup
conpliance neaning that if, as a result of the stereotactic
breast biopsy, a recommendation was to conme back in six
months to see that things are stable, what percent of those
wonen actually did cone back in six nonths.

At this point, I would Iike to open to the panel
the opportunity to discuss any other issues that are
lingering, give people an opportunity for coments,
clarifications, any other issues that we should be
addr essi ng today.

M5. HEINLEIN:  Throughout our entire discussion
this norning concerning interventional procedures, | amjust
assum ng that all of the parallel pathway here woul d apply
to stationary as well as nobile stereo sites. That is
sonething to think about because there are, now, nobile vans
that have stereo tables in themthat are traveling around to
di fferent hospitals.

So | just throw that out as sonething else to
t hi nk about .

DR. MONSEES: That seens appropriate to ne. Does
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anybody disagree with that? Ckay.

MR. MOBLEY: | want to close on this issue about
the voluntary track, the regulatory track. | wll close on
the issue in nmy mnd since we probably can't close on it as
a group. W heard discussion that the regulatory track
could take as long as four years, and that is probably not
necessarily out of line although I think that there could be
sonme time shaved off of it.

Anyway, we al so heard earlier in our neeting that
the voluntary track, one could proceed nore swiftly and, in
fact, that a voluntary track was in place and had been in
pl ace for sone tinme and now there is agreenent between the
surgeons and radi ol ogi sts which nmakes that voluntary track
equal |y applicable.

So | think that it is not unrealistic to think
that that track could proceed forthwith and, in two years,
we coul d see sonething there. Based on the discussions of
this norning, | amgoing to propose sonething that, in ny
mnd, is sort of the ballpark | amlooking for in terns of
where | would think the voluntary track is proceeding
adequat el y versus not proceedi ng adequately.

| think that if, in a year's tinme, 70 percent of
the facilities have applied and 40 percent have becone
accredited, that is a good indication. |If, in tw years, we

M LLER REPORTI NG COVPANY, | NC.
507 C Street, N E
Washi ngton, D.C. 20002
(202) 546- 6666




at

10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

171

have 100 percent applied with 95 percent accredited, | think
that is an excellent indication and that, then, we could
take stock of where things stand regarding the regul atory
track.

DR. MONSEES: Any ot her comments on this?

DR. HENDRI CK: Just that | didn't hear such great
agreenent between the radiol ogists and the surgeons as
evidently sone other people on the commttee. The one thing
that they were supposed to agree on was credentialing of the
physician. | heard a | ot of back-pedalling, actually, is
what | heard.

And | heard that the surgeons had been nmandat ed by
vote to start their own separate accreditation program so
the likelihood of themactually applying as surgeons to the
ACR program | think, is probably going to be forestalled by
the anticipation of their own accreditation programw thout
t he acknow edgenment or the recognition that they are two
conpletely different animals in terns of conprehensiveness.

So | ama lot nore pessimstic about everything
bei ng copacetic and noving forward rapidly especially in the
surgery area of stereotactic use.

MR, MOBLEY: | will agree with his assessnment. |
just know that many tines, to get things going, you just
have to |lay down sone criteria and say, "Here it is," and
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that will assist people in doing what is necessary within
reasonable time frames. That is ny intent here. | think
that we see that there is sonething in place that can go
forward, and here are ny expectations.

MR. FLETCHER | think that Dr. Smith brought this
up earlier, but I amconcerned about the |ikelihood of the
Food and Drug Adm ni stration pursuing the devel opnment of
regul ations with no conmtnment to actually publishing those
regul ati ons, being essentially held in abeyance while
wat chi ng the devel opnment of another program

Perhaps Dr. Houn could answer it because |I am not
sure to what degree that is possible.

DR. HOUN: | know that one of the several
executive orders dinton signed in 1993 advi ses al
regul atory agencies to first seek non-regulatory neans to
achieve an end. So we are encouragi ng professional
societies to address problens and take care of them

| think this problemin requiring us to work
together and for us to work in divising a regul atory
program we are commtted to doing that because | think what
we are waiting to hear--one was scientific standards on
equi pnent, personnel, quality control.

W were also waiting to hear nore about the
public-health problens that exist. |If there are nmgjor
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public-health problenms, you are right; we can shave off the

time frane to get this out there to protect the public. The
way | am gathering information these |ast two days was that

there is still a | ot unknown about these procedures in terns
of who is doing them what is happening, what are the

pr obl ens.

I nfection control may not be a problem
Conpl i cations appear not to be a problem The problemis,
maybe, | ack of patient conmunication. Sonme of those things
can't be handled regulatorily so | still think we are in
information gathering as well as wanting to work with the
prof essional societies in trying to address existing issues
t hat have already been presented to us |like the concern that
unqual i fi ed peopl e such as receptionists may be doing this.

| don't think there is any evidence, but the
potential certainly does exist that unqualified people could
be doing this procedure.

DR SMTH. | amglad we are actually revisiting
t his because Rol and's remarks have rai sed sone ot her issues
as well. You do not have, on this panel, a group of people
who are going to be able to cone to you with a | ot of
anecdot es about dreadful situations. They are all doing
very good wor K.

We heard from Mal ee Shay at the | ast neeting a
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year ago. W heard a nunber of patients talk about |ess
than satisfactory outcones with a new technology that is
supposed to produce better outcones.

So it seenms to nme that what is really mssing in
this process is a very concerted plan to gather data to
informthis process.

DR. HOUN: The data gathering that FDA does is
t hrough nedi cal -devi ce reporting and MedWatch. Sone of it
is mandatory on the nedical -device reporting and sonme of it
is voluntary reporting from physicians and health--so we
have dat abases. W have | ooked at them

We don't see the nunbers of adverse events
happening with this related to anything that MXSA can assi st
in. W have a couple, in probably 250 reports, of which the
majority deal with needl e shaving problens. Those are
device problens that our Device Ofice has already
addr essed.

So, in terns of a public-health problem we don't
get reports on inadequate physician communication. That is
probably sonet hing that conpl aint boards from nedi ca
licensing state departnents may get.

We are hearing that there is an equi pnent problem
Sone of the physicists have given us anecdotes of what they
are encountering in their experience. |In terns of other
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information, | know the states want to gather information on
this. | think CRCPD has the Mammobgraphy NECS Commttee and
they are interested in doing a survey on this procedure.

So they are going to be gathering information. W
don't fund research endeavors so we cannot give seed noney
to hel p us conduct the studies. W have already put out
that we are interested in informati on and we have asked
ot her agencies to help us gather this data.

We are encouragi ng other societies to encourage
their researchers to provide this information as well.

DR SMTH. | understand that that may be all that
you can do. The standards of practice are evolving, but
they are evolving according to two separate tracks, that it
is not entirely clear that, even though the people who work
together to formul ate these standards, they are working
t oget her and tal king to one anot her.

But we heard, at the last neeting, quite a |ot of
protest that they shouldn't have to work together and they
don't need each other. One group referred to the other as
an ancillary professional in the process and the other group
referred to the other one as an ancillary professional in
t he process.

So | amhaving a hard tinme seeing howall this is
supposed to be comng together. It seens to ne that we are
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building in a lot of inertia. Can you give us sone insights
as to how the FDA plans to pressure the professional
societies about their need to do sonething and their
interest in seeing whether a voluntary solution can evol ve?

DR HOUN: | guess, for ne, it doesn't seemt hat
conplicated in that | think they already feel the pressure.
They have been pressuring us to do nore regul atory--we have
been pressuring themin terns of getting the surgeons to
talk nore with the radiol ogi sts.

There has been a | ot of pressure. One year ago,
you are right. Nothing was together and now t hey have cone
up with several docunents, mmjor publications, about a joint
effort. The plan is that FDA will respond. W just got,
this past week, the letter fromboth ACR and ACR sayi ng,
"FDA, let us have a voluntary period to see how t hese
progranms go. Do not regulate us and let's see what
vol untary measures--what success they wll have."

We have to respond to that and part of the
response will be advice we will give themon what we think
wi |l be satisfactory as part of their programwhich wll
i ncl ude many of the suggestions the advisory commttee has
here on how they may best alter the agreenents such as
havi ng a consuner-conpl ai nt nmechanismin place and maybe
teaching different courses that were nentioned previously.
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G ve us nore details on--when you say you want to
nmoni tor progress of the success of the voluntary program we
can suggest what we woul d say as good ways to nonitor. W
need to hear fromthemwhat their plans are for nonitoring.
So the exchange is going to happen to encourage themto
conti nue working together on this.

The other thing we got fromthe recomendati on of
the advisory commttee today was to go forward with
regul ating certain parts of interventional mammography such
as the use of conventional mammographic units for
| ocal i zati on, ductography, et cetera.

We can go forward with that as evidence to the
ot her voluntary progranms. "Look; we are going to nmake a
step into regulating interventional mammography. W nmay
all ow you this opportunity for stereotactic to go on a
voluntary track, but the other interventional stuff has been
advi sed by our advisory conmttee to pursue.”

So those are all signals saying you have got to
keep working on it.

DR SMTH. Al that is good. | think that is
what a lot of the commttee would want to hear.

DR. HOUN: That is the way we are thinking. It is
a very evolving process and a | ot of people are invol ved.
They are all really hard working and well neaning and have
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had backgrounds in having successful prograns. So that wll
cont i nue.

DR SMTH. There is no suggestion to the
contrary.

DR. HOUN. Ckay; there is a plan.

DR. HENDRI CK: Florence, as part of this sort of
vol untary approach, is there any chance of having MBA
facility inspectors noting how many stereotactic units or
add-on units are avail able at mammography facilities and
whet her they are used or not when they do their facility
survey?

DR HOUN. | don't know. | would have to ask
general counsel. It is not an area we regulate, so we
typically cannot collect--especially, we don't want to
subsi di ze the inspections which we have a fee for to collect
data that is not an area that we are regulating. So | would
really have to ask that.

There are other ways we can try to collect the
data. The add-on units, | think, are going to be a hard
thing to do but | think if we are going to regulate the
conventional units, the add-ons are not going to be a big
deal .

But finding out the denom nator for prone
stereotactic is not unsolvable. |If we can't do it by
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i nspections, there are probably other ways to do it using
state information, using a conbination of other sources.

DR. HENDRI CK: But | do think that would get at
t he bi ggest part of the denom nator and, probably, the nost
efficient manner, in a uniform manner.

DR. HOUN:. Asking 250 inspectors to go into the
10,000 facilities to look for this is a big deal. It would
take a year's tine as well.

DR. HENDRICK: But by the time scales we are
tal king about, that is appropriate.

DR. HOUN. | amsure there m ght be easier ways to
do this.

DR. FINDER  The other thing I just want to add to
that is that we would probably end up mssing all the units
that were in surgical offices where we don't inspect at all.
So it would be a biased sanple.

DR. MONSEES: That's correct.

DR SICKLES: It may be that the professional
organi zations, the ACR and the ACS, can cone up with
creative ways of developing this information thensel ves.

DR. HOUN: Certainly, FDA can work with that and
gi ve what we have, information, to them

MR. MOBLEY: | just want to address that | ast
issue. | amtrying to renenber specifically regarding the
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MXA i nspections, but | know there is a certain question or
sonet hing that you look into regarding the foll ow up of
patients. So if you have a finding during a screening
mammogram the patient is referred and the facility is
expected to do a certain anmount of follow up, I would think
you woul d know what facility--well, you have to know if you
are going to do the follow up what facilities people are
referred to or where they go to and then follow up with that
patient to--oh; you don't? Ckay.

DR. FINDER | would say that the way that we run
that audit question, they just check with the facility to
make sure that they have that systemin place. Now, the
facility may not know where this patient is ultimtely
referred to in terns of a stereotactic biopsy. They may
just know who the referring physician is.

And there woul d be a whol e bunch of questions that
you woul d have to ask in order to get--

MR, MOBLEY: So it is not that easy.

DR. FINDER: It is not a trivial matter.

MR. MOBLEY: Ckay; thank you.

DR. MONSEES: | would agree. In our tracking, we
find out, basically, fromthe primary-care physician or the
surgeon, what the diagnosis is because we are interested in
finding out what the pathol ogic diagnosis is and how t he
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patient is treated. But we do not collect that kind of
information as to what kind of unit was used or--it is not
here. | think that would be very hard to get.

Are there any other coments on this particul ar
topic? Are there any ot her questions or comments regarding
anyt hing over the last couple of days that are |ingering?
Any | ast-m nute thoughts before we nove on to hearing this
ot her presentation about states as certifiers? Anything
else? Nowis the tine.

M5. HEINLEIN: May | ask a question? This has
nothing to do with protocol or anything, it just has to do
with commttee business. There are a few nenbers on the
commttee that did not receive the travel voucher or the
expense form W need to nmake sure that that is taken care
of .

DR. FINDER Can you give nme a list of who is
m ssing what and we will see that they get it faxed to them

DR. MONSEES:. The other thing that | was going to
ask, now that we have a couple of mnutes to burn, in terns
of the parallel track, this is a snmall group and we are
intimately involved with each other. Wat | amwondering is
is it your conception that the same group m ght be worKking
on the proposed prograns for voluntary and regul atory or do
you think we will have two separate groups maybe thinking in
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two different directions? Do you have any idea about how to
wor k t hat ?

DR. HOUN. | think that the voluntary group is
under no obligation to take advice directly from FDA or from
any ot her group unless they w sh to.

DR. MONSEES: How about the converse; that is, the
peopl e who are advising FDA about its parallel track are
probably going to be people that are working on the
vol untary program

DR. HOUN: W seek and want the advice of our
advisory commttee as well as anyone else who is going to
help us do this well. | amsure they feel the sane way in
terms of the voluntary program They are not trying to
devel op a programthat is going to be not acceptable to FDA
at sone future date.

So even though there is not an obligation, we have
shared materials. W are going to be giving back coments.
Eventual ly, when it conmes to the regulatory process for
i ke, accreditation bodies and facility standards, we wll,
agai n, ask our advisory commttee at that point, "Wat are
the standards for operating physicians?"

W will, again, have the voluntary peopl e present,
probably, a new version of this. Those may be acceptabl e
in that future date or there may be a continued di scussi on.
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The voluntary people have a lot of listings of what they

thi nk the person needs. Maybe as a regulatory institution,
since we want to have mninmal quality standards, we don't to
have the maxi num we may not want all of these.

So | see there will be sone differences but |
don't think they will be major ones.

DR. MONSEES: | would like to thank everybody for
participating in this process over the last two days. You
are an incredibly cooperative group. Excuse ne; | know | am
new at this and | have probably been a bit abrupt at tines.
| apol ogize for that. But thank you very nmuch. You have
been wonderful. | even |l ook forward to the next neeting,
whenever that is going to be.

The next itemon the agenda is an informational
item It is really not up for discussion on the agenda
al though if there are sonme questions, | think we can
entertain those. This is Ruth Fischer who is going to be
tal king about states as certifiers. She is the Acting Chief
of the Mammogr aphy Standards Branch.

States as Certifiers: Update

M5. FISCHER: | amglad we can now turn our
attention to an issue over which there is conpl ete agreenent
and absolutely no controversy, states as certifiers.

For the new nenbers of the panel, | would like to
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give you just a brief overview of what this issue is about.
We have had two presentations to the advisory conmttee, one
in Septenber of '94, one in July of '96. So there has been
a |l ot of background and preparation already given to this,
but I would just like to call your attention to a part of
the statute that hasn't had, really, very nuch attention
paid to it up until this point.

I f you |l ook at your statute, it is subsection Q

[Slide.]

What this is about is FDA operates as a
certification body. The accreditation bodies carry out the
quality standards. Facilities apply to them They check
credentials. They check the machi nes. They check the C
prograns and so on that you are all famliar with

They then transmt data to us on the facility
sayi ng whet her or not they were granted accreditation or
denied. |If they are granted accreditation, we follow up
with giving thema certificate. So the initial screening
for all facilities goes through accreditation bodies.

When they cone up for renewal, once again they go
t hrough the accreditation process. The certification
process has a few conponents to it besides issues
certificates; the inspection program the yearly inspection
program is under certification activities. The issuing of
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sanctions is a certification activity. Utimtely,
suspending or revoking a facility's certificate is a
certification activity.

There is a close working relationship between the
accreditation body and the certification body. W now have
four accreditation bodies. O course, you all know who they
are. One certification body is FDA

This section of the statute, which is not yet
i npl enented, allows qualified states--and | nust enphasi ze
"qualified;" this is not free-for-all and it is not an
entitlement--but qualified states can share in FDA's
certification activities. W can delegate to the states
certain responsibilities.

The del egated authorities are; the issuing and the
renewal of certificates--this does not interfere with the
accreditation process; the suspension and revocation of
those certificates; the annual inspection program and the
i ssui ng of sanctions.

So in the area, for exanple, of sanctions, what
this could nmean is that there could be different penalties
dependi ng upon location. |Instead of FDA issuing certain
monetary penalties, they could be tailored for |ocal or
regi onal areas.

[Slide.]
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This is further conplicated in that FDA retains
dual authority in the follow ng areas; the suspension and
revocation of certificates; issuance of sanctions; and
injunctions. So what does this nean? This neans that if,
under a state certification body, a facility is performng
badly and they issue a penalty, FDA may find that it wants
to also issue a penalty. So there is dual authority in
t hese areas.

[Slide.]

The areas which are not del egated are; the
approval and the w thdrawal of approval of accreditation
bodi es; the establishing of quality standards anywhere al ong
the way in MXA--so, for exanple, not only the final
regul ati ons but anything that happens on interventional,
anyt hing that eventually happens with digital; that is al
retai ned; the collection of fees; and the approval and the
wi t hdrawal of approval of any of the state certification
bodies. So those still remain FDA activities.

That, basically, is what is outlined in the
statute. The history on sone of this devel opnent is that
the Nucl ear Regul atory Comm ttee has had an agreenent state
program for over 30 years. It has had a | ot of oversight by
the General Accounting Ofice as well as Congressional
inquiries.
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They have changed their programvery dramatically
in response to inadequate federal oversight charges, in
response to inconsistent data collection fromthe federal
program versus the state prograns, and they have devel oped a
per f or mance- based nodel which has been operational for the
last two or three years.

Is that right, Roland? About that |ong?

MR, FLETCHER  Yes.

M5. FI SCHER: We have studied this nodel very
carefully because it nost closely parallels the situation
for MBA. W have had a working group established to assi st
us in prelimnary devel opnent. This started out being a
wor ki ng group of eight states. There was special regul ation
pronmul gated by FDA at the end of 1995 which allowed us to
talk to states in this manner and get sone input fromthem

The states that were selected were the three
accreditation bodies, lowa, California and Arkansas, as well
as a representative fromeach FDA region. So that included
Fl ori da, New Hanpshire, New Jersey--surprisingly enough
those two are in different jurisdictions; And I would |ike
to point out that the current share of CRCPD is fromthe
state of New Jersey. That is Jill Lipote--Nevada and
I11inois.

We have held three neetings. For the past two
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nmeeti ngs, we have been able to have the ACR participate as a
wor ki ng- group nenber and we anticipate that we are going to
continue in this manner so that we have all of the parties

present to work this out.

The |l ast neeting we held was in Septenber. It was
a two-day neeting. | think we can safely say it was very
productive. It was also very collaborative. There was

gui te an exchange. Anong the accreditation bodies and the
other state representatives, | can say that the three state
accreditation bodies told the other states--and have, in

public forums--that this is not a sinple process.

You may think it is sinple. You may think it is
easy. It is not. They know fromtheir experience what the
problens are in transferring data, in many operational
aspects. So what we decided on was a denonstration program
This woul d occur before there were any regul ati ons.

This would be a testing out, a working out, on a
pilot basis. So the performance indicators that we tal ked
about to the commttee before could really be sumarized
under the follow ng concepts; |egal authority, neaning that
the state nust have | egislation and regulation which is
parallel to MBSA. This, initself, is a self-limting
factor.
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Just as the federal governnent takes a long tine
to devel op regs, there are not that many states who are able
to put themthrough quickly. There are a few but they are
certainly not the mgjority. A state nust have MXBA
regul ations in place in order to be able to participate in
this program

Conflict of interest; we are going through this
very carefully to make sure that there are no personnel
i ssues, no financial, commercial issues, anong any of the
certification staff which would preclude them from
participating in the program technical staffing and
training; the inspection and conpliance activities; and the
certification activities.

[Slide.]

The comon perfornmance indicators are technical
staffing and training. By common performance indicators, we
are tal king about a performance-based approach in which we
are going to evaluate ourselves as well as the states on how
wel | we perform

For exanple, there would be a standard for
conpl etion inspections in which we establish what the
standard is for all certification bodies and then we nonitor
our progress concurrently to make sure that al
certification bodies are on schedule with conpl etion of
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i nspection activities.

This application and evaluation criteria are going
to be very closely nonitored throughout the duration of the
denonstration program Typically, a programlike this |asts
two to three years. W project having a pilot state or
states ready to start by next sunmer.

The feedback nechanisns that we will use wll
i ncl ude accreditation body input, our own oversight, state
i nput and we are looking for facility input, also. One
poi nt that was nmade by the ACRis that this should be as
seamnl ess as possible. The facility should not be caught in
the m ddl e of changing a certification body, should not be
confused that standards are different because there is a
different certifier.

Now this, of course, is going to require quite an
educati onal canpaign, too. Consequently, it is going to be
handl ed on a small basis. Even if a state is approved for
the denonstration project for one year, if there are
probl ens, they are not guaranteed. They are not entitled to
stay with the programfor a year.

It can be termnated if it becones particularly
problematic. Now, we know, in the start-up of anything,
there is going to be a lot to work out. But, by keeping it
smal |, keeping it focussed, by having ongoing nonitoring and
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concrete evaluation criteria, we hope to | earn what worKks,
be able to change what doesn't, before we set this down in
regul ation and open it up to all of the states.

So that is what we are proposing at this point.
This denonstration effort has the support and the input from
the O fice of the Secretary of Health and Human Services as
wel |l as the Conmi ssioner of FDA. So it has really very
hi gh-1evel involvenent. W w il be certainly nonitored at
all appropriate |evels.

So that, in a nutshell, is where we are in states
as certifiers.

DR. MONSEES: This is informational only but |
will entertain sone questions about this. If we want to
hear nore about this or have this as an agenda item we can
pl ace that on the agenda for future neetings. W don't have
the tinme today to do that.

Do we have a question about the probl enf

M5. HEINLEIN: And a clarification. You said
that, | guess, the states that wll be participating in this
denonstration project, that they nust have MXA regul ati ons
in place. Doesn't everybody have that? | don't understand
what that neans.

M5. FISCHER: In their state regul ations, they
have to be parall el
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M5. HEINLEIN: So you are saying that--

M5. FI SCHER: See, right now, all of the states
are under contract to inspect. But their state |laws may not
be consi stent.

MS. HEINLEIN. Oh; | understand. So they woul d
have to take the MXA regul ati ons and incorporate those
regul ations into their state regul ati ons.

MS. FI SCHER:  Yes.

DR. MONSEES: | was going to ask a question, too.
But | will go with these gentlenen first.

M5. FISCHER: | know | have to answer Ed and Bob.

DR HENDRICK: Mne is very sinple. Can they, as
states applying or being certifying bodies, exceed MXSA
regul ations? Can their state regul ati ons exceed MXA as
long as it is consistent?

MS. FI SCHER: Yes; because that is covered by
subsection M of the statute.

DR SMTH  Actually, at a mninum they would
have to be equal or exceed the parallel tracks; right?

M5. FISCHER: Correct. They also have to have the
ability to--if it starts next summer, they have to have the
ability to have the interimregulations in place and the
ability to change when the final regulations go into place.
Many states do not have that ability.
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DR SMTH. A couple of questions. First of all
this direction of, in a way, decentralizing--and it sounds
like not totally decentralizing but sonewhat decentralizing
MXA- -t hat began with several states becom ng accreditation
bodi es and nowis noving in the direction of states becom ng
certifiers, what problens or needs does this solve?

In sone ways, what is gained by this?

DR. HOUN: | think when President Bush signed this
into effect in October of 1992, in the signing docunent, he
wote that he is allowing this to occur, state prograns to
occur, to allow states the ability to escape--1 don't think
the word was "federal tyranny,"” but it was sonmething |ike
that, provided that the state was able to assure the
standards that would be as tough as the federal ones.

So it isto allow state to not be under federa
government if they can do the sane thing. That is what the
President used as his rationale for signing this into | aw.
That is what | amthinking they are gaining. They are
hoping to gain the nove to nake governnent smaller, to have
state governnent work in areas of public health.

They are hoping, | would imgine, that the fee and
sone of the cost for the programwould be snaller, too, at a
| ocal |evel.

DR. MONSEES: | was going to ask one. Wat was
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the rationale, and is there a financial incentive, for the
states to be doing this, for the individual states to be
applying to be certifiers? |Is that the reason why states
are noving ahead with this?

M5. FISCHER: | don't think there is a financial
incentive to the state because they don't benefit. Their
own program doesn't, necessarily, benefit fromthat.
think the financial incentive is to |lower the cost to their
facilities.

DR. MONSEES: So they would pass along a | ower
cost to the facilities?

M5. FI SCHER: They woul d try.

DR. MONSEES: | don't know what is going on in
other states, but in our state, we are not only paying the
FDA but we are also paying the state to inspect each unit.
So it is actually higher cost than FDA alone. So | am
wondering whether or not this is going to save us noney or
not .

The ot her question that | have pertains to the
certificates. There is a |lot of pronotion about being an
FDA-certified facility. |If you now have states as
certifiers, are they going to hand out FDA certificates?

M5. FISCHER: No; they will hand out state
certificates.
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DR. MONSEES: | wonder what effect that would have
on the public feeling about--

MS. FISCHER: One of the things we have been
tal king about is trying to keep certificate design the sane
so that there is a recognition for the woman that doesn't--

DR. HOUN: Right; when we designed the FDA
certificate, there were bl ank spaces there that we would
encourage states to put their nanes on and renove FDA
There is a blue band that we woul d hope the state | ogo could
go on that blue band. There is a |ot of space on that bl ue
band.

So there was sone thought about having the ability
to make it fairly simlar although not exact.

DR SMTH. | have a got a nunber of questions but
| wll just cone back to this other thing. It is always a
little troubling to ne when we hear about all the different
notivations for passing the |aw which becane fiercely
political in the final nonents.

We actually, in crafting this legislation--all the
peopl e involved really | ooked forward to a new era of
public/private partnerships, collaboration and division of
| abor continuing froma trend that had been evol ving from
the agencies and the ACR, CDC, FDA, NCI, HCFA, all of them
wor ki ng together. So we didn't viewit as tyranny at all.
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There is some way to nodify that word, but | amnot going to
do it for the record--tyracanical ?

DR. MONSEES:. Does this qualify as a question or a
comment ?

DR SMTH. | amleading up to this because what
am wondering is there a disadvantage to the states. |If a
state becones a certifying body and, suddenly, the state
econony gets into trouble, everything up to MXA--one of the
bi ggest problens with the state prograns--and the people on
this advisory commttee now have been in this thing for
years, knew that there were, oftentines, very smart and
dedi cated people in the states, there were state | aws, but
they didn't have the people to inspect.

They couldn't inspect at the intervals. They
coul dn't support the programthat was in place. So it is
actually a technical question; is there any way for the
fortunes of the | ocal support of this programto get into
troubl e because the state has separated fromthe FDA in a
way of having the regulatory control |ocally.

M5. FISCHER: It really beconmes FDA's
responsibility to insure that, as part of the application
process and ongoi ng continuation, that there are sufficient
state resources. Now, the state has to denonstrate that to
us, that they have the comm tnent and the resources to carry
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out the program

W wi |l probably | ook to, again, the NRC nodel,
havi ng either governor comm tnent or high-Ievel cabinet
comm tnent to the program and, once again, to keep on a very
smal | denonstration basis wll also be educational to other
states as to what direction this is going.

The fall-back position is always if there is any
probl em FDA, once again, steps in. The idea is to not have
a state dabble in certification but to be fully prepared and
qualified to take over that serious responsibility.

DR. SICKLES: To that end, although one possible
out cone of having states act as certifiers is they could
| ower the cost to facilities. | suppose it is possible that
states mght viewthis as a way to increase their revenue
and increase the cost substantially to providers. O is
that not allowed? If it is allowed, would FDA step in at
sone point if they felt that this was inappropriate?

M5. FI SCHER: The subm ssion of their fee proposal
woul d have to conme in to us. It is certainly possible that,
under | ocal circunstances, the fee mght be higher in a
particul ar state, |like Al aska, let's say. However, it al
falls under FDA oversight.

DR. MOORE- FARRELL: | know in the state of
Arkansas, which is one of the accrediting states, facilities
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can be accredited either through the State of Arkansas or
through the ACR. Wuld that option continue in the State of
Ar kansas?

MS. FI SCHER:  Yes.

DR. MOORE- FARRELL: And then woul d sonme pl aces
have an FDA certificate and an Arkansas certificate?

M5. FISCHER: No. If your facility was accredited
by ACR, you would get a State of Arkansas certificate as
well as if it were accredited by the state.

MR, FLETCHER: Just a conmment. In discussing
various things with various state programdirectors, | can
virtually assure you that it is a lot nore difficult for a
state to charge nore than the current fees than it is the
way the fees are now It is very difficult to get increased
fees for any purpose other than the purpose that you are
using it for.

| know that is true in Maryland and | have
di scussed this with many people who are nenbers of the
CRCPD. It is just not sonething that is easy to do. So |
woul d venture to say, there is probably no state that could
i ncrease these fees for their own benefit.

DR. HENDRI CK: | assune it is okay--in your pilot,
wi |l you have sone states that are accrediting bodies and
sone states that are not accrediting bodies as certifiers?
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M5. FISCHER: It all depends on who applies.

DR. HENDRI CK: Then | amtrying to project, say,
five years down the road. Let's say we have half a dozen
accrediting bodies and the FDA in, say, five states as
certifying bodies and a new nodality gets introduced for
mamrogr aphy, say full-field digital. Howis that going to
wor k?

M5. FI SCHER: The accreditation mght be Iimted.
For exanple, if one present accreditati on body were not
equi pped to handle digital, it nay be that they would have
to seek, instead of state accreditation, national
accreditation. W are going to be starting discussions with
all of the ABs in the next couple of nonths to address
exactly what is going to happen when digital conmes down the
l'ine.

Once you are a certifier, you certify the whole
t hing, not just parts.

DR. HENDRI CK: But | can understand how this body
woul d have the tinme and resources to devel op standards for
certification of full-field digital systens. It is not so
clear to me that other certification bodies would have the
skill or resources or--

MS. FI SCHER: They woul dn't be because the
establishment of quality standards remains with FDA
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DR. HENDRI CK: So those certifying bodies woul d
just take over whatever standards FDA devel oped.

MS. FI SCHER:  Yes.

DR. HENDRI CK: And you woul d use what ever

accreditation prograns were capable of accrediting in that

ar ea.
MS. FI SCHER:  Yes.
MR. FLETCHER  Actually, the last part was what |
was going to say. |If this programis designed to mrror the

agreenent states program the federal agency does not get
out of the process. It remains in the process so if

sonet hing new i s devel oped or, perhaps, even a new procedure
i s devel oped, the federal agency would require that any
certifying body or any agreenent state has to incorporate
that in their programw thin a certain period of tine.

MR. MOBLEY: | have been aware of this, but how,
exactly, it would come down is a little newto ne and | have
sone real concerns. One is the dual authority. This is
maybe peculiar to Tennessee, but we have had dual authority
program-not a radiation program-but we have had a dual -
authority programat one point in tinme years ago and it was
an unmtigated disaster for the State of Tennessee.

M5. FI SCHER: By dual authority, MKke, it doesn't
mean that we woul d be doi ng doubl e inspections or sonething
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like that. W would probably exercise that dual authority
in rare instances when we saw that there was a maj or public-
health problemw th a particular facility.

MR. MOBLEY: | can understand that and | certainly
believe, given the professionalism| see within FDA that
that would be the case. But we certainly have the history,
in Tennessee, of that not being the case, of where dual
i nspections were done right behind the state inspections and
the facilities, as a result, got state citations, federa
citations. Unmtigated disaster describes it best.

Conpatibility; you tal ked about the agreenent
state programas a nodel. |In the agreenent state program
t he Nucl ear Regul atory Conm ssion relinquishes its authority
in the state and the state has full and absolute control
over those activities inits state as long as it remains
adequat e and conpati bl e.

This is very different and, in fact, | would see
it as being--it seens like it is going to be nmuch nore
specific in terns of what a state can do and there i s not
going to be nuch a state can do that is not going to be
di ct at ed.

DR. MONSEES: | amgoing to cut you off there
because we are getting into debate, now, and di scussi on when
this is an informational item
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MR. MOBLEY: Just one other comment, and it is
informational. This relates to the question about fees.

DR. MONSEES: What | would like to do is, after
you nmake this comrent, to give people an opportunity, show
of hands, as to how many people would like to see this on
t he next agenda for nore discussion. So if you want to ask
a question or nake a very brief comment, go ahead.

MR, MOBLEY: | would just nmake a comment on fees.
One of the things you have to be very careful of in a state
organi zation is yes, you can charge fees if your |egislation
allows you to charge fees. Sonetines, it is not so easy to
recover that fee fromthe general fund to expend it on the
programfor which it is that you charged the fee.

It gets very, very tricky and it just makes this
whol e thing--it is going to have to be crafted very
careful ly.

M5. FISCHER: Right; that is one of the reasons we
are going very slowy. | would just |ike to make one point
to the commttee. Under MXBA, we do not relinquish
authority. That is not in the statute. FDA does not
relinquish authority.

DR. MONSEES: Thank you very nuch.

| would Iike to see a show of hands for people--
raise your hand if you would like to see this on the next
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agenda for discussion.

[ Show of hands. ]

DR. MONSEES: Thank you. Did you neke note of
t hat ?

DR. FINDER  Yes, that a |lot of hands went up.

DR. MONSEES: | think that concludes the agenda
except that Dr. Finder would like to talk now about future
meetings. | will let himclose out the neeting.

Thank you very nuch for your attendance, for your
contributions, and all of that and farewell to the
i ndi viduals who will be signing off this commttee.

Dr. Finder is now going to talk about future

nmeeti ngs and nmake any ot her announcenents, and then we wl|

adj ourn.

Future Meetings and Concluding Remarks

DR. FINDER  For those who have been wonderi ng
what is in the box, it is the final regulations. | don't

bel i eve we have enough copies for everybody out there.
hope we have enough copies for the conmmttee, at |east.

| will say one thing. | have had a chance to very
quickly go through this. It is a rather |arge docunent. |
will say this to people are getting worried about all these
regul ations, only a small fraction of this docunent

represents the regulation. The vast mpjority of this
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represents the preanble, the explanations to all the
coments that we got, the 8,000 comments.

So | wll hand this out as soon as we finish with
the future neetings.

DR. MONSEES:. 1Is that single side or double side?

DR. FINDER  That is doubl e-sided, triple-colum.

M5. FI SCHER: One thing you should know is that
since they canme out, we found m stakes. For exanple, what
you will see in the equipnment section is that sone of the
pl us/ m nuses were left out. W have hand-witten themin to
your copies and the Federal Register will correct them

DR. FINDER  As for future neetings, one thing
that we have to keep in mnd is the fact that we are going
to be replacing about a third of the commttee for the next
nmeeting so we really can't set dates too well. Wat | would
be hoping for is to be tal king about a neeting in March or
April of 1998.

Qoviously, we will keep in touch with you about
that. Sonme of the topics that we are considering putting on
at that neeting would be states as certifiers. Another
woul d be a | ook at the inspection process. Oher areas that
may pop up agai n depending on how things go are
i nterventional mamography and digital mamrography dependi ng
on what we hear fromvarious groups in the neanti ne between
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now and that neeting.

So, basically, what | would ask you to do is try
and stay open for those nonths. You can |eave that open, a
month or two here, and be prepared to | eave at any nonent.
But we obviously will be getting back to you. A lot of it
is going to depend on what we can arrange with the new
menbers when they cone on, too.

So, chances are, you are going to be getting, just
like you did for this neeting, a list of possible dates. W
wi |l ask for your opinions or your requests on when to have
the neeting. W will try and accommbdat e t hose.

The other thing that you should be prepared to
receive inthe mail is we wll be sending you transcripts,
on disc. You don't want to receive the hard copy which is
about this thick. So we will send that to you on disc and
we wll also be sending you a summary of the neeting. That
w Il be on hard copy.

So just wait by your nmail box.

Does anybody have any questions?

MS. HEINLEIN. Qur termdoesn't really expire
until the end of January, so does that nean we will get
copies of this neeting, the transcripts fromthis neeting,

t hen?
DR. FINDER  Yes; you will be getting copies of
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the transcripts and the sunmary. In fact, all of you who
will be rotating off will be still nenbers of the commttee
until January 31.

M5. HEINLEIN:. Also | wuld just |ike to say that,
havi ng been here fromthe begi nning, many of us went through
a lot of anxiety when we found out that Charlie Showalter
was no | onger going to be the Executive Secretary and that
Charlie Finder was com ng in because we sort of hung on
Charlie Showalter for so many years. | would just to
coment what a wonderful job you are doing, Dr. Finder, and
t hat now everyone w |l hang on you. So don't |eave for a
| ot of years.

DR. FINDER  Thank you very much and yes, you wl|

be able to have a copy of this.

DR SMTH. | also want to say | was worried when
| heard Charlie was comng on. | want to say, actually,
this being ny last neeting in all likelihood, |I have really
enjoyed it. | think it has been a great neeting. And |
want to say to the rest, | can see you are in very good

hands wth Dr. Monsees. It has been a really tightly and
wel | -run neeting.

DR. MONSEES:. Thank you. [ Appl ause. ]

DR. HOUN: On behalf of FDA, | do want to thank
all the old-tiners--we refer to you as the old-tiners
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because you are here to the bitter end--for hel ping us
t hrough the very critical beginning period of MBSA. Really,
we have gotten excellent advice. Many of the program
changes have occurred because of your advice so, really,
t hank you.

DR. MONSEES: Thank you. W are adjourned.

[ Wher eupon, at 2:40 p.m, the neeting was

adj our ned. ]
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